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PART 1: 

highlights 

LEGAL DRAFTING WORKSHOP 

OFR announces workshop beginning 1-26 thru 

2-1-77 1500 


CENTRAL INTELLIGENCE AGENCY AND CIVIL SERVICE 
RETIREMENT AND DISABILITY SYSTEMS 

Executive order conforming the systems w»th respect to 
cost of living adjustments __ _._ 1451 

TEXTILE TRADE AGREEMENT 

Executive order relating to Arrangement Regarding In¬ 
ternational Trade in Textiles ........ 1453 

ADMINISTRATIVE PROCEDURES 

EPA publishes advance notice of proposed rulemaking 
on financial assistance to participants in agency pro¬ 
ceedings: comments by 3-3-77 ....... 1492 

COAL MINING OPERATING REGULATIONS 

Interior/GS proposes Utah surface reclamation require¬ 
ments: comments by 2-10-77 ......_ 1439 

CHILD CARE FOOD PROGRAM 

USDA/FNS announces apportionment of nonfood assist¬ 
ance funds for FY 1977 ... _______ 1475 

COLOR ADDITIVES 

HEW/FDA postpones closing date for use of provisional 

list until 1-31-77 ._...1.... 1459 

COMMEMORATIVE LICENSING PROGRAM 

American Revolution Bicentennial Administration rule 
authorizing licensees to sell inventory on hand and/or 


in process to manufacture at the end of period without 
payment of royalty for 60 calendar days ..... 1473 

COUNTERFEIT GOLD COINS 

Treasury regulations for mitigation of forfeiture; effective 
1-1-77 ...~.... 1471 


CRUDE OIL 

FEA amends price regulations on ceiling prices for 
January through March, 1977; effective 1-1-77. 1456 

CONTINUED INSIDE 


















reminders 

(The Items In this lUt were editorially compiled as an aid to Format Riccist** users Inclusion or exclusion from this Ust has no legal 
significance Since this list la Intended as a reminder. It does not Include effective dates that occur within 14 days of publication.) 


Rules Going Into Effect Today 


List of Public Laws 

1 


Not*: No public bills which have become 


DOT/CG—Drawbridge operations; Coffee law were received by the Office of the Federal 

- . n c 7 c Register for Inclusion In today's List or 

Pot Bayou, Florida ... 53325; 12-5-76 Pu * uc Laws 


AGENCY PUBLICATION ON ASSIGNED DAYS OF THE WEEK 

The six-month trial period ended August 6. The program is being continued on a voluntary basis (see OFR 
notice. 41 FR 32914. August 6. 1976). The following agencies have agreed to remain in the program: 


Monday 

Tuesday 

Wednesday 

Thursday 

Friday 

NRO 

USDA/ASCS 


NRC 

USDA/ASCS 

OOT/COAST GUARD 

USDA/APHIS 


OOT/COAST GUARD 

USDA/APHIS 

DOT/NHTSA 

USDA/FNS 


DOT/NHTSA 

USOA/FNS 

DOT/FAA 

USDA/REA 


DOT/FAA 

USDA/REA 

DOT/OHMO 

CSC 


DOT/OHMO 

CSC 

DOT/OPSO 

LABOR 


DOT/OPSO 

LABOR 


HEW/FDA 



HEW/FDA 


Documents normally scheduled on a day that will be a Federal holiday will be published the next work day 
following the holiday. 


Comments on this program are still invited. Comments should be submitted to the Day of-the-Week Program 
Coordinator. Office of the Federal Register, National Archives and Records Service, General Services Adminis¬ 
tration. Washington, D.C. 20408. 


ATTENTION: For questions, corrections, or requests for information please see the list of telephone numbers 
appearing on opposite page. 




published daily. Monday through Friday (no publication on Saturdays. Sundays, or on official Federal 
holidays), by tho Office of the Federal Register. National Archive* and Reoorda Service. Oeneral Service* 
Administration. Washington. D.C. 20408. under the Federal Register Act (40 but. 500, as amended; 44 VAC., 
Ch. 16) and the regulations of the Administrative Committee of the Federal Register (1 CFR Ch. I). Distribution 
is made only by the Superintendent of Documents. UR. Government Printing Office. Washington. D.C. 20402 


The PcootAL Reourm provides a uniform system for making available to the public regulations and legal notices issued 
by Federal agencies. These Include Presidential proclamations and Executive orders and Federal agency documents having 
general applicability and legal effect, documents required to bo published by Act of Congress and other Federal agency 
documents of public interest. Documents are on Ole for public Inspection in the Office of the Federal Register the day before 
they are published, unless earlier filing Is requested by the Issuing agency. 


The FxncaAL Rxcistc* will be furnished by mail to subscribers, free of postage, for 65.00 per month or $60 per year, payable 
in advance. The charge for Individual copies is 75 cents foe each issue, or 75 cents for each group of pages as actually bound. 
Remit check or money order, made payable to the Superintendent of Documonta. U.8. Government Printing Office. Washington. 
D.C. 20402. 


There are no restrictions on the repubilcation of material appearing in the Fxdctal Rcgxstbl 
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INFORMATION AND ASSISTANCE 

Questions and requests for specific information may be directed to the following numbers. General inquiries 
may be made by dialing 202-523-5240. 


FEDERAL REGISTER, Daily Issue: 

Subscriptions and distribution. 202-783-3238 

“Dial • a • Regulation" (recorded 202-523-5022 


summary of highlighted docu¬ 
ments appearing in next day's 
issue). 

Scheduling of documents for 523-5220 

publication. 

Copies of documents appearing in 523-5240 

the Federal Register. 

Corrections . 523-5286 

Public Inspection Desk 523-5215 

Finding Aids .. .523-5227 

Public Briefings: “How To Use the 523-5282 

Federal Register." 

Code of Federal Regulations (CFR) 523-5266 

Finding Aids. .. 523-5227 


PRESIDENTIAL PAPERS: 

Executive Orders and Proclama- 523-5233 

tions. 

Weekly Compilation of Presidential 523-5235 

Documents. 

Public Papers of the Presidents ... 523-5235 

Index ..._. 523-5235 

PUBLIC LAWS: 

Public Law dates and numbers . 523-5237 

Slip Laws .. 523-5237 

U.S. Statutes at Large .. 523-5237 

Index .I.... 523-5237 

U.S. Government Manual .. 523-5230 

Automation .. 523-5240 

Special Projects . 523-5240 


HIGHLIGHTS—Continued 


DRUGS 

HEW/FDA notice of withdrawal as of 1-7-77 of NADA 
approval for midicel acetyl suspension ._... 1519 

EMPLOYEE BENEFIT PLANS 
Labor/Pension and Welfare Benefits Program and 
Treasury/IRS proposals relating to provision of services 
and office space, investment of plan assets and notice 
of pendency of proposed class exemption (2 docu¬ 
ments); comments by 1-27-77 __ 1488, 1525 

EXTRA LONG STAPLE COTTON 

USOA/ASCS announces result of marketing quota refer¬ 
endum for 1977 crop; effective 1-4-77 . 1476 

FEDERAL CREDIT UNIONS 

NCUA regulation on corporate centeral Federal credit 
unions ..... ....... 1458 

FEDERAL TAXATION 

Treasury/IRS withdraws notice of proposed rulemaking 
regarding classification of organizations . . .. 1489 

FOOD ADDITIVES 

HEW/FDA approves safe use of acrylonitrile/styrene 
copolymer produced by polymerization of 45-65 parts 
by weight; effective 1-7-77 1— .... 1460 

FOOD STAMP PROGRAM 

USDA/FNS proposal implementing Emergency Food 
Stamp Vendor Accountability Act, 1976; comments by 
2-7-77 ..... 1479 

GRAS 

HEW/FDA notice requesting presentations by 2-7-77 
on certain food ingredients ..... 1519 


INCOME TAXES 

Treasury/IRS regulations relating to qualified joint and 

survivor annuities. .. j. ..... 1463 

Treasury/IRS rules relating to various elections under 
Tax Reform Act. 1976 and information reporting require¬ 
ments on certain winnings from bingo, keno and slot 
machines (2 documents); effective 2-1-77 and 
5-9-77 ........ 1469, 1471 

INTERSHIP COMMUNICATIONS 

FCC amends rules to allow use of very high frequency 
marine channel 17; effective 2-7-77.. ..... 1474 

MOBILE HOME LOANS 

HUD proposal for calculation of earned interest; com¬ 
ments by 2-8-77 ..... 1487 

MONTHLY SALES LIST 

USDA/CCC reduces interest rate on delinquent pay¬ 
ments and adds peanut provisions .. 1496 

NEW ANIMAL DRUGS 

HEW/FDA approves a sterile benzathine cloxacillm for 
intramammary infusion for treating mastitis in cows; 
effective 1-7-77 1462 

HEW/FOA rule clarifying drug regulations for coumaphos 

used in animal feeds; effective 1-7-77 .... 1463 

HEW/FDA revokes rule providing for use of acetyl 
sulfamethoxypyridazine oral suspension; effective 

1- 7-77 . 1462 

NEW DRUGS 

HEW/FDA offers opportunity to request hearing by 

2- 7-77 on Indications lacking substantial evidence of 

effectiveness for imipramine hydrochloride ... 1517 

PRIVACY ACT, 1974 

DOT publishes additional notices of systems of records 1555 
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HIGHLIGHTS—Continued 


PROPRIETARY VOCATIONAL AND HOME STUDY 
SCHOOLS 

FTC proposal on public availability of staff report: com¬ 
ments by 3-8-77 . .... — .. ... 

REFUSE BINS 

CPSC proposal declaring as banned hazardous products 
certain unstable bins having a capacity greater than one 
cubic yard; comments by 10-7-77 . 

REMUNERATION SCHEDULE 

Labor/ETA prescribes schedule used in computing 
Federal wages of persons covered under Unemployment 
Compensation for Ex-servicemen Program; effective 
1-1-77 - -...~--- 

SACCHARIN 

HEW/FDA proposal amending interim fcod additive 

regulation; comments by 3-8-77 -—. . 

HEW/FDA extends interim authority for use of saccharin 
and its salts until ongoing studies are completed and 
evaluated; effective 1-7-77 .. 


1483 


1484 


1459 


1461 


1486 


NSF: Federal Scientific and Technica* Information 

Managers. 1-12-77 -.-- 1547 

Memory and Cognitive Processes. 1-31 and 

2 - 1-77 . ..-. 1547 

Science Education FYojects, 1-27. 1-29, and 1-30 

thru 2-1-77 ...-. 1548 

USOA/AMS: Shippers Advisory Committee, 1-25-77 1496 

FNS: Maternal. Infant and Fetal Nutrition National 

Advisory Council. 2-9 and 2-10-77 1495 

CANCELLED MEETING— 

ERDA.General Advisory Committee. 1-13-77. 1503 

PART II: 

EMPLOYEE BENEFIT PLANS 

Labor/F^nsion and Welfare Benefits Prog»om proposal 
relating to the acquisition and holding of employer 
securities and employer real property: comments by 
2 - 22-77 . 1617 


PART III; 


MEETINGS— 

FEA: Rate Design Initiatives. 1-31-7’’ 

HEW/ADAMHA: Epidemiologic Studies Review Corn 

mittee. 2—7 and 2-8-77 .——... 

Interagency Committee on Federal Activities for 
Alcohol Abuse and Alcoholism, *-25-77 
FDA: Ear. Nose and Throat Panel. 1-24 and 

1-25-77 ...—. 

OE: Women's Educational Programs National Ad 

visory Council. 1-31 thru 2-2—77 . 

Interior/GS: Earthquake Studies Advisory Panel. 2-4 

and 2—5—77 ..—.. 

NPS: Appalachian National Scenic Trail Advisory 

Council (2 documents). 1-22 and 2-4-77 . 

Cuyahoga Valley National Recreation Area Ad 
visory Commission. 1-27-77 
Indiana Dunes National Lakeshore Advisory 

Commission, 1-21-77 ... ... 

ITC: Government in the Sunshine, 1-14-77. 

Labor/FCCPO: Higher Education Equal Employment 
Opportunity Advisory Committee, 2-27-77 
National Center for Productivity and Quality of Work 

ing Life: Board of Directors, 1-12-77 -- 

NFAH: National Endowment for the Arts (2 docu¬ 
ments), 1-19. 1-24 and 1-25-77 ——. 


1508 

1514 


DRUGS 

HEW/FDA issues procedures for establishing a bio¬ 
equivalence requirement (2 documents); effective 
2-7-77 .. 1624. 1638 


1515 


PART IV: 


1517 

1516 


FARMWORKER PROGRAMS 

Labor regulations concerning migrant and others sea¬ 
sonally employed: effective 2-7-77 ..— 1655 


1522 


PART V: 


1522 

1523 

1523 

1524 


MINIMUM WAGES 

Labor/ESA publishes general wage deteimination de¬ 
cisions and index as of 12-3-76 for Federal and fed¬ 
erally assisted construction (2 documents) .. 1677 

PART VI: 


MACHINERY AND MACHINE GUARDING 

1545 Labor/CfeHA proposals requesting informalion on tech¬ 
nical issues and providing notice of publx meetings (2 
1547 documents); comments by 4-7-77 .. . 1742, 1806 


contents 


THE PRESIDENT 

Executive Orders 

Central Intelligence Agency and 
Civil Service Retirement and 
Disability Systems, cost of living 

adjustments ; conformity - 1451 

Textiles. Arrangement Regarding 

International Trade in - 1453 

EXECUTIVE AGENCIES 

AGENCY FOR INTERNATIONAL 
DEVELOPMENT 

Notices 

Committees; establishment, re¬ 
newals. etc,: 

Voluntary Foreign Aid Advisory 
Committee; continuation - 1555 


AGRICULTURAL MARKETING SERVICE AGRICULTURE DEPARTMENT 


Rules 

Lemons grown in ArU. and Calif 1476 

Notices 

Meetings: 

Shippers Advisory Committee 1496 

AGRICULTURAL STABILIZATION AND 
CONSERVATION SERVICE 

Rules 

Cotton, extra long staple; market¬ 
ing quotas and acreage allot¬ 
ments __—--— 1476 


See also Agricultural Marketing 
Service: Agricultural Stabiliza¬ 
tion and Conservation Service; 
Animal and Plant Health In¬ 
spection Service: Commodity 
Credit Corporation: Food and 
Nutrition Service; Rural Elec¬ 
trification Administration. 

Notices 

Committees; establishment, re¬ 
newals. etc.: 

Container Standards for Fresh 
Fruits and Vegetables Advi¬ 
sory Committee: establish¬ 
ment _-___ 


1497 


iv 
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CONTENTS 


ALCOHOL, DRUG ABUSE. AND MENTAL 
HEALTH ADMINISTRATION 

Notices 

Meetings: 

Epidemiologic Studies Review 

Committee et al- 1514 

Federal Activities for Alcohol 
Abuse and Alcoholism Inter¬ 
agency Committee- 1515 

AMERICAN REVOLUTION BICENTENNIAL 
ADMINISTRATION 

Rules 

Licensing program, official com¬ 
memorative: disposition of in¬ 
ventory _ 1473 

ANIMAL AND PLANT HEALTH 
INSPECTION SERVICE 

Rules 

Overtime services relating to im¬ 
ports and exports: 

Agricultural quarantine inspec¬ 
tors: duty at border ports, sea¬ 
ports. and airports: repub- 

lication_ 1475 

Animals; overtime at labora¬ 
tories, border ports, ocean 
ports and airports__ 1455 

Viruses, serums, toxins, etc.: 

Standard requirements, testing 
samples, number required; 
republication __ 1455 

Proposed Rules 

Animal and poultry Import re¬ 
strictions: 

Birds; extension of time; repub- 
lication_ 1483 

ARTS AND HUMANITIES NATIONAL 
FOUNDATION 

Notices 

Committees; establishment, re¬ 
newals, etc.: 

Architecture 4i Environmental 

Arts Advisory Panel_ 1545 

Dance Advisory Panel.. 1545 

Expansion Arts Advisory Panel 

(2 documents)..... 1545, 1547 

Federal Oraphics Evaluation 

Advisory Panel_ 1546 

Literature Advisory Panel_ 1546 

Museum Advisory Panel_ 1546 

Music Advisory Panel_ 1546 

Public Media Advisory Panel_ 1546 

Theatre Advisory Panel_ 1546 

Visual Arts Advisory Panel (2 
documents)_ 1547 

BLINO AND OTHER SEVERELY 
HANOICAPPED, COMMITTEE FOR 
PURCHASE FROM 

Notices 

Procurement list, 1877, additions 
and deletions (2 documents)... 1501 

CENSUS BUREAU 

Notices 

Population censuses, special; re- 

. 1500 


CIVIL AERONAUTICS BOARD 
Notices 

Hearings , etc,: 

British Airways_ 1497 

Piedmont Aviation, Inc_ 1498 

Yusen Air & 8ea Service Co.. 

Ltd., < Japan). et al__ 1499 

CIVIL SERVICE COMMISSION 
Rules 

Excepted service: 

Air Force Department_ 1455 

Labor Department_ 1455 

COMMERCE DEPARTMENT 

See Census Bureau: Domestic and 
International Business Admin¬ 
istration; National Oceanic and 
Atmospheric Administration. 

COMMODITY CREDIT CORPORATION 
Notices 

Monthly sales list: 

July 1, 1976 through May 31. 

1977. 1496 

COMMUNITY PLANNING AND DEVELOP¬ 
MENT. OFFICE OF ASSISTANT SECRE¬ 
TARY 

Proposed Rules 

Urban renewal project land dis¬ 
position; mandatory use of HUD 
standards contract forms; with¬ 
drawn ___1488 

CONSUMER PRODUCT SAFETY 
COMMISSION 

Proposed Rules 

Hazardous products, banned: 

Refuse bins--1484 

DEFENSE DEPARTMENT 
Proposed Rules 

Sunshine Act implementation; 
Uniformed Services University 
of Health Sciences. Board of 
Regents; meeting procedures; 
correction __ 1493 

DOMESTIC AND INTERNATIONAL 
BUSINESS ADMINISTRATION 

Notices 

Committees; establishment, re¬ 
newals. etc.: 

President's Export Council Task 
Force on Export Promotion; 

correction.. 1500 

ScieitN/lc articles: duty free entry: 

ITT Research Institute, et al.; 

correction _ 1500 

University of Cincinnati; cor¬ 
rection . 1500 

EDUCATION OFFICE 
Notices 

Applications and proposals, clos¬ 
ing dates: 

Arts education program.... 1516 

Meetings: 

Women's Educational Programs 
National Advisory Council... 1516 


EMPLOYMENT AND TRAINING 
ADMINISTRATION 

Rules 

Unemployment compensation ; ex- 
servicemen: 

Remuneration schedule _ 1459 

Notices 

Unemployment compensation, 
emergency: 

Federal supplemental benefits; 
availability; Arkansas _ 1524 

EMPLOYMENT STANDARDS 
ADMINISTRATION 

Notices 

Index to general wage determina¬ 
tion decisions and modifica¬ 
tions _ 1687 

Minimum wages for Federal and 
federally-assisted construction ; 
general wage determination de¬ 
cisions. modifications. and 
supersedeas decision _ 1677 

ENERGY RESEARCH AND DEVELOPMENT 
ADMINISTRATION 

Notices 
Meetings: 

General Advisory Committee, 
cancellation _ 1503 

ENVIRONMENTAL PROTECTION AGENCY 
Proposed Rules 

Administrative practices and pro¬ 
cedures: 

Public participation In agency 
proceedings; financial assist¬ 


ance .. H92 

Air quality implementation plans; 
various States, etc.: 

Utah . 1494 

Notices 

Air pollution control, motor vehi¬ 
cle pollution control standards; 
waiver of Federal preemption; 

California _ 1503 

Environmental statements; avail¬ 
ability. etc.: 

Emission standards for light 

duty trucks __ 1507 

Wastewater treatment facili¬ 
ties. Norman. Oklahoma. . 1507 


ENVIRONMENTAL QUALITY 
COUNCIL 

Notices 

Environmental statements; avail¬ 
ability, etc.... 1502 

FEDERAL COMMUNICATIONS 
COMMISSION 

Rules 

Maritime services, land and ship¬ 
board stations: 

Internship communications, Bute 
control; VHP marine channel 
17 a** . i«4 

Notices 

Rulemaking proceedings filed; 
granted, denied, etc.; petitions 
by various companies _ 1521 
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CONTENTS 


FEDERAL CONTRACT COMPLIANCE 
PROGRAMS OFFICE 

Notices 

Meetings: 

Higher Education Equal Em¬ 
ployment Opportunity Pro¬ 
grams Federal Advisory Com¬ 
mittee ...___ 1530 

FEDERAL DISASTER ASSISTANCE 
ADMINISTRATION 

Notices 

Disaster and emergency areas: 
Minnesota, North Dakota, South 

Dakota, and Wisconsin - 1521 

FEDERAL ENERGY ADMINISTRATION 

Rules 

Petroleum price regulations, man¬ 
datory: 

Crude oil. domestic; pricing ad¬ 
justments. corrective actions, 
statutory composite price 
levels ..«■■. mm - - ■ i i - 1456 

Notices 

Energy Supply and Environmental 
Coordination Act: 

Iowa Public Service Company’s 
Maynard Generating Station 
Powerplant 14; negative de¬ 
termination of environmental 
Impact __ _ 1508 

Meetings: 

Rate Design Initiatives Sub¬ 
committee of the State Regu¬ 
latory Advisory Committee— 1508 

FEDERAL HOUSING COMMISSIONER— 
OFFICE OF ASSISTANT SECRETARY FOR 
HOUSING 

Proposed Rules 

Mortgage and loan insurance pro¬ 
grams: 

Mobile homes; loan propay¬ 
ment _ 1487 

FEDERAL INSURANCE ADMINISTRATION 

Notices 

Flood Insurance Program, Na¬ 
tional: 

Communities with minimal spe¬ 
cial flood haaard areas, deter¬ 
mination -- 1522 

FEDERAL MARITIME COMMISSION 

Rules 

Tariffs, filing by common carriers 
by water in foreign commerce 
of U.S.: 

US. North Pacific-Canada - 
Alaska trade; exemptions - 1473 

Notices 

Liability incurred for death or in¬ 
jury; certificate of financial re¬ 
sponsibility . —-- 1508 

Security for protection of public; 
Indemnification of passengers 
for nonperformance of trans¬ 
portation; certificate of finan¬ 
cial responsibility - 1508 


FEDERAL POWER COMMISSION 
Notices 

Hearings, etc.: 

Cimarron Transmission Co.. 

et al .. 1509 

Gulf Oil Corp. . 1509 

Rex Monahan, et al_ 1510 

FEDERAL REGISTER OFFICE 
Notices 

Clarity in. Federal regulations; 
legal drafting workshop - 1500 

FEDERAL RESERVE SYSTEM 


Notices 

Federal Open Market Committee: 

Domestic policy directives- 1510 

Applications , etc.: 

Banco Union, CA et al- 1510 

First Maryland Bancorp- 1512 

Manufacturers National Corp.. 1513 


FEDERAL TRADE COMMISSION 
Proposed Rules 

Vocational and home study 

schools, proprietary. advertLslng. 
disclosure, cooling-off and re¬ 
fund requirements __ 1483 

FOOD AND DRUG ADMINISTRATION 
Rules 

Administrative practices and pro¬ 
cedures; formal evidentiary 

public hearings: correction - 1459 

Animal drugs, feeds, and related 
products: 

Acetyl sulfaraethoxypyridozine 

oral suspension - 1462 

Benzathine cloxaclllln for ln- 

tramammary infusion, sterile. 1462 

Coumaphoe - 1463 

Color additives, provisionally 
listed; postponement of closing 

dates - 1*59 

Food additives: 

Acrylonitrile/styrene copoly¬ 
mer _— 1460 

Saccharin and its salts - 1461 

Human drugs: 

Bioavaliability and blocquiva¬ 
lence requirements (2 docu¬ 
ments)_...... 1624, 1638 

Proposed Rules 

Food additives: 

Saccharin and Its salts- 1486 

Noncllnlcal laboratory studies, 
good laboratory practice: re¬ 
quirements established; correc¬ 
tion _...___ _ 1486 

Notices 

Animal drugs: 

Mldicel acetyl: approval with¬ 
drawn __1519 

GRAS status, petitions: 

Food ingredients, certain; hear¬ 
ing _ — 1519 

Human drugs: 

Imlpramine hydrochloride—— 1517 
Meetings: 

Ear. Nose, and TTiroat Panel— 1517 


FOOD AND NUTRITION SERVICE 

Rules 

Child care food program: 

Nonfood assistance funds for FY 

1977 . 1475 

Proposed Rules 

Food stamp program : 

State agencies and coupon 
venders, responsibility - 1479 

Notices 

Meetings: 

Maternal. Infant and Petal Nu¬ 
trition National Advisory 
Council _ 1496 


FOREIGN ASSETS CONTROL OFFICE 
Rules 

Cuban assets control; foreign sub¬ 
sidiary requirements deleted— 1472 


GENERAL SERVICES ADMINISTRATION 
Rules 

Property management: 

Federal energy conservation: 

cross reference -- 1478 

Federal motor vehicle manage¬ 
ment; CFR changes and rc- 
designatlon ___... 1477 


GEOLOGICAL SURVEY 
Proposed Rules 

Coal mining operating regula¬ 
tions: 

Utah: cooperative agreement... 1489 
Notices 
Meetings: 

Earthquake Studies Advisory 
Panel_— 1522 


HEALTH, EDUCATION, AND WELFARE 
DEPARTMENT 

See Alcohol, Drug Abuse, and 
Mental Health Administration: 
Education Office: Food and Drug 
Administration. 


HOUSING AND URBAN DEVELOPMENT 
DEPARTMENT 

See Community Planning and De¬ 
velopment, Office of Assistant 
Secretary; Federal Disaster As¬ 
sistance Administration; Feder¬ 
al Housing Commissioner—Of¬ 
fice of Assistant Secretary for 
Housing; Federal Insurance 
Administration. 


INTERIOR DEPARTMENT 

See Geological Survey; National 
Park 8cnrice. 
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INTERNAL REVENUE SERVICE 

Rules 

Income taxes: 

Annuities, qualified joint and 
survivor _ 1463 

Bingo, keno. and slot machine 
winnings _ 1471 

Various elections under Tax Re¬ 
form Act of 1976. . . 1469 

Proposed Rules 

Excise taxes: 

Employee benefit plans; exemp¬ 
tions for services, office space, 
etc.; hearing; republicadon. . 1488 

Procedure and administration: 

Organizations, classification for 
Federal taxation: withdrawal. 1489 

Notices 

Employee benefit plans: 

Prohibitions on transactions; 
exemption proceedings, hear¬ 
ings. etc.; republic at ion _ 1525 

INTERNATIONAL TRADE COMMISSION 


Laclede Steel Co. <2 docu¬ 
ments) __ 1538. 1537 

Mueler Co _ 1537 

Philadelphia Coke Co , Inc _ 1537 

Sondra, Inc _ 1538 

Standard Olove Co. of N.J.* 

Inc . 1538 

Timkln Co _ 1538 

Titanium Metals Corp. of Amer¬ 
ica ___ __ _ 1539 

U.S. Steel Corp. <11 docu¬ 
ments) . 1539-1543 

Union Electric Steel Corp _ 1539 

Wheeling Pittsburgh Steel Corp. 

<5 documents) .. 1543-1544 

Youngstown Sheet & Tube Co. 1545 

NATIONAL CREDIT UNION 
ADMINISTRATION 

Rules 

Federal Credit Unions: 

Corporate central Federal credit 
unions _ 1458 

NATIONAL OCEANIC AND ATMOSPHERIC 
ADMINISTRATION 


Notices 

Employee benefit plans; 

Prohibitions on transactions ; 
exemption proceedings, hear¬ 
ings. etc. ; republication. . 1525 

RURAL ELECTRIFICATION 
ADMINISTRATION 

Proposed Rules 


Rural telephone program: 

Cable, inside wiring; specifica¬ 
tions . 1479 

Cables, switchboard; specifica¬ 
tions .... 1479 

Notices 

Loan guarantees proposed: 

Northern Michigan Electric Co¬ 
operative. Inc_ 1496 

Wolverine Electric Cooperative, 

Inc_ 1497 


SECURITIES AND EXCHANGE 
COMMISSION 

Notices 


Notices 


Notices 


Import Investigations: 

Certain solder-removal wicks ... 1623 
Meetings ___ 1524 

INTERSTATE COMMERCE COMMISSION 

Rules 

Reports: 

Motor carriers, water carriers, 
and freight forwarders . 1474 

Notices 

Car service exemptions, manda¬ 
tory <Z documents) _ 1559, 1560 

Fourth section application for re¬ 
lief . 1560 

Hearing assignments. . 1559 

Motor carriers: 

Temporary authority applica¬ 
tions . 1560 

LABOR DEPARTMENT 

See also Employment and Train¬ 
ing Administration; Employ¬ 
ment Standards Administra¬ 
tion; Federal Contract Compli¬ 
ance Programs Office; Occupa¬ 
tional Safety and Health 
Administration; Pension and 
Welfare Benefit Programs 
Office. 


Marine mammal permit applica¬ 
tions, etc.: 

Aquarium of Cape Cod. Inc_ 1500 

Sea Life, Inc. . 1501 

NATIONAL PARK SERVICE 

Notices 

Meetings: 

Appalachian National Scenic 
Trail Advisory Council < 2 doc¬ 


uments) __ 1522 

Cuyahoga Valley National Rec¬ 
reation Area Advisory Com¬ 
mission ___ 1523 

Indiana Dunes National Lake- 
shore Advisory Commission-. 1523 


NATIONAL SCIENCE FOUNDATION 


Notices 

Meetings: 

Federal Scientific and Technical 
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presidential documents 


Title 3—The President 


Executive Order 11950 


January 6, 1977 


Conforming the Central Intelligence Agency and Civil Service Retirement and 
Disability Systems With Respect To Cost of Living Adjustments 


By virtue of the authority vested in me by section 801 (c) of the Department of 
Defense Appropriation Authorization Act, 1977 (90 Stau 929; 10 U.S.C. 1401a 
note), section 292 of the Central Intelligence Agency Retirement Act of 1964 for 
Certain Employees (90 Stat. 2472; 50 U.S.C. 403 note), and as President of the 
United States of America, it is hereby ordered as follows: 

Section 1 . The Director of Central Intelligence shall: 

(a) on January 1 of each year, or within a reasonable time thereafter, determine 
the percent change in the price index published for December of the preceding year 
over the price index published for June of the preceding year, and 

(b) on July 1 of each year, or within a reasonable time thereafter, determine the 
percent change in the price index published for June of such year over the price index 
published for December of the preceding year. 

Sec. 2. If in any year the percent change determined under either section 1(a) 
or 1 (b) indicates a rise in the price index, then: 

(a) effective March 1 of such year, in the case of an increase under section 1 (a), 
each annuity payable from the Central Intelligence Agency Retirement and Disability 
Fund having a commencing date not later than such March 1 shall be increased by 
the percent change computed under such paragraph, adjusted to the nearest Vio of 
1 percent, or 

(b) effective September 1 of such year, in the case of an increase under section 
1(b), each annuity payable from the Central Intelligence Agency Retirement and 
Disability Fund having a commencing date not later than such September 1 shall be 
increased by the percent change computed under such paragraph, adjusted to the 
nearest y l0 of 1 percent. 

Sec. 3. The changes made by sections 1 and 2 of this order shall apply to any 
increase in annuities after October 1, 1976, except that with respect to the first date 
after October 1, 1976 on which the Director is to determine a percent change, such 
percent change shall he determined by computing the change in the price index 
published for the month immediately preceding such first date over the price index 
for the last month immediately prior to October 1, 1976 for which the price index 
showed a percent rise forming the basis of a cost of living annuity increase under sec¬ 
tion 291(a) of the Central Intelligence Agency Retirement Act of 1964 for Certain 
Employees, as in effect immediately prior to October 1, 1976. 



The White House, 
January 6,1977 . 


[FR Doc.77-839 Filed 1-6-77 ;10:47 am] 
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THE PRESIDENT 


145.1 


Executive Order 11951 • January 6, 1977 

Relating to the Arrangement Regarding International Trade in Textiles 


By virtue of the authority vested in me by the Constitution and statutes of the 
United Suites of America and as President of the United States of America, Section 
1 (c) of Executive Order No. 11651 of March 3, 1972, is amended by deleting “Articles 
3 and 6 of the Long Term Arrangement Regarding International Trade in Cotton 
Textiles done at Geneva on February 9, 1962, as extended,” and substituting “Articles 
3 and 0 of the Arrangement Regarding International Trade in Textiles done at 
Geneva on December 20,1973,”. 

The White Houee, 

January 6,1977 . 

[VR Doc.77-840 Filed 1-6-77; 10:48 am] 
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rules ond regulations 


Thi* * section of the FEDERAL REGISTER contains regulatory documents having general applicability and legal effect moat of which ore 
keyed to and codified In the Code of Federal Regulations, which Is published under GO titles pursuant to 44 U.S.C. 1510. 

The Coda of Federal Regulations is sold by the Superintendent of Documents. Prices of new books are listed In the first FEDERAL 
REGISTER issue of each month. 


Title 5—Administrative Personnel 

CHAPTER I—CIVIL SERVICE 
COMMISSION 

PART 213—EXCEPTED SERVICE 
Department of the Air Force 

Section 213.3109 la amended to show 
that professional, technical, managerial 
and administrative positions supporting 
space activities in the Department of the 
Air Force arc excepted under Schedule 
A* 

Effective: January 7. 1977. § 213.3109 
<b> (1) is added as set out below: 

§213.3109 Department of the Air 
Force. 


<b) General. 

<1) Professional, technical, manageri¬ 
al and administrative positions support¬ 
ing space activities, when approved by 
the Secretary of the Air Force. 

(5 U.8.C. 3301. 3302; EO 10677, 3 CFR 1054- 
58 Comp., p. 218) 

United States Civil Serv¬ 
ice Commission. 

James C. Spry, 

Executive Assistant to 
the Commissioners. 
|FR Doc.77-817 Filed l-6-77;8:45 Jim) 


PART 213—EXCEPTED SERVICE 
Department of Labor 

Section 213.3115ib) is amended to 
*how that up to 500 part-time and In¬ 
termittent employees with salaries equiv¬ 
alent to OS-6 and below may be em¬ 
ployed up to 1,440 hours a year in field 
survey, enumeration work in the Bureau 
of Labor Statistics. This amendment 
raises the grade level limit from OS-5 
to OS-8, removes restrictions on the 
number of employees who can serve at 
the OS-5 level, removes differences in 
the amount of service allowed at each 
grade level, and restates the service lim¬ 
it In terms of hours rather than days. 

Effective: January 7, 1977, §213.3115 
f b) ( I) is amended as set out below: 

§ 213.3113 Department of l.uI>or. 

• • • • • 

«b) Bureau of Labor Statistics 
1 1) Not to exceed 500 positions involv¬ 
ing part-time and intermittent employ¬ 
ment for field survey enumeration work 
in the Bureau of Labor Statistics. This 
authority is applicable to positions where 
the salary is equivalent to OS-6 and be¬ 
low. Employment under this authority 
may not exceed 1,440 work hours in a 
service year. No new Appointment may 
be made under this authority after De¬ 
cember 31, 1978. 


(6 U.8.C. 3301. 3302; EO 10577, 3 CPU 1954- 
1968 Comp., p. 219.) 


United States Civil Service Commis¬ 
sion. 


James C. Spry. 
Executive Assistant to 
the Commissioners. 


| KR Doc.77-616 Filed 1-8-77;8:45 am) 


Title 9—Animals and Animal Products 

CHAPTER |—ANIMAL AND PLANT HEALTH 
INSPECTION SERVICE. DEPARTMENT 
OF AGRICULTURE 

SUBCHAPTEft D—EXPORTATION AND IMPOR¬ 
TATION Of* ANIMALS (INCLUDING POULTRY) 
AND ANIMAL PRODUCTS 

PART 97—OVERTIME SERVICES 
RELATING TO IMPORTS AND EXPORTS 

Overtime, Night and Holiday Inspection or 
Quarantine at Airports 

• Purpose . The purpose of this docu¬ 
ment Is to amend 9 CFK 97.1 relating 
to charges for overtime work performed 
at airports outside of the regularly es¬ 
tablished hours of service. • 

Veterinary Services inspectors of the 
UB. Department of Agriculture are 
charged with rendering Inspection and 
quarantine services relating to imports 
and exports at border ports, ocean ports, 
and air ports. Such services may be per¬ 
formed outside the regular tour of duty 
of the inspector when requested by a per¬ 
son, firm, or corporation and the charge 
for such overtime is recoverable from 
those requesting the services. The follow¬ 
ing amendment to 8 97.1 change* the 
overtime rate to be charged owners and 
operators of aircraft for work performed 
outside of the regularly established 
hours of service to comply with the 1976 
Amendments of the Airport and Airways 
Development Act of 1970 (49 U.S.C. 
1741). Tliis amendment provides that 
any required quarantine or inspection 
service for operation of aircraft at air¬ 
ports performed by an employee of Vet¬ 
erinary Services during regularly estab¬ 
lished hours of service on Sundays or 
holidays will be performed without reim¬ 
bursement from the owners or operators 
of aircraft to the some extent as If serv¬ 
ice had been performed during regularly 
established hours of service during week¬ 
days. Further administrative overhead 
costs associated with such services at 
airports shall not be assessed against the 
owners or operators of the aircraft. 

Accordingly, Part 97. Title 9. Code of 
Federal Regulations, is amended In the 
following respect: 

In 5 97.1, the first sentence of para¬ 
graph (a) Is amended, paragraph (b) 
is redesignated as paragraph (c) and 
a new paragraph (b) Is added to read: 


8 97.1 Overtime *ork at laboratories, 
border port*, ocean port a. and air 
porta, 1 

(a) Any person, firm, or corporation 
having ownership, custody or control of 
animals, animal byproducts, or oilier 
commodities subject to inspection, lab¬ 
oratory testing, certification, or quaran¬ 
tine under this subchapter and Subchap¬ 
ter G of this chapter, and who requires 
the services of an employee of Veterinary 
Services on a holiday or Sunday or at 
any other time outside the regular tour 
of duty of such employee, shall suffi¬ 
ciently in advance of the period of over¬ 
time or holiday or Sunday service re¬ 
quest the Veterinary Services inspector 
in charge to furnish inspection, labora¬ 
tory testing, certification or quarantine 
service during such overtime or holiday 
or Sunday period, except as provided in 
paragraph <b) of this section, shall pay 
the Administrator of the Animal and 
Plant Health Inspection Service at a rate 
of $21.32 per man hour per employee on 
a Sunday and at a rate of $14.60 per 
man hour per employee for holiday or 
any other period; except that for any 
services performed on a Sunday or holi¬ 
day, except as provided in paragraph 
<b) of this section for Inspection or 
quarantine services requested by an 
owner or operator of an aircraft at an 
airport on a Sunday or holiday which 
are performed within regularly estab¬ 
lished hours of service, or at any time 
after 5 p.m. or before 8 am. on a week 
day, In connection with the arrival in 
or departure from the United States of 
a private aircraft or vessel, the total 
amount payable shall not exceed $25 for 
all inspectlonal services performed by 
the Customs Service. Immigration and 
Naturalization Service, Public Health 
Service, and the Department of Agri¬ 
culture. • • • 

<b) Any owner or operator of an air¬ 
craft requesting inspection services or 
quarantine services at an airport during 
regularly established hours of service on 
a Sunday or holiday shall be provided 
service without reimbursement as if such 
service had been performed during regu¬ 
larly established hours of service on 
weekdays. When services are performed 
outside of the regularly established hours 
of service on a Sunday or holiday or any 
other day, the rate to be charged owners 
or operators of aircraft shall be $17.52 
per hour on a Sunday and $10.84 per 
hour on a holiday or any other day. 


1 For designated ports of entry for certain 
animals, animal semen, poultry, and hatch¬ 
ing eggs see 9 CFR 92.1 through 92.3; and for 
designated porta of entry for certain pure¬ 
bred animals see 9 CFR 161.1 through 161 3 
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which charges exclude administrative 
overhead costs. 

• • • • • 

(64 Stmt 561 (7 UB.C. 2260): Sec. 15 of Putx. 
L £>4-652, 90 Stmt 8*2) (48 UBC. 1741)). 

Effective date: The foregoing amend¬ 
ment shall become effective January 1, 
1977. 

Determination of the hourly rate for 
overtime services and of the commuted 
travel time allowances depends entirely 
upon facts within the knowledge of the 
Department of Agriculture. It is to the 
benefit of those who require such over¬ 
time services, as well as the public gener¬ 
ally. that this amendment be made effec¬ 
tive at the earliest practicable date. Ac¬ 
cordingly. pursuant to the administrative 
provisions of 5 U.S.C. 5S3. It Is found 
upon good cause that notice and other 
public procedure on this amendment are 
impracticable, unnecessary, and contrary 
to the public interest, and good cause is 
found for making the amendment effec¬ 
tive less than 30 days after publication 
in the Federal Register. 

Done at Washington. D.C., this 3rd day 
of January 1977. 

Norm.—The Animal and Plant Health In¬ 
spection Service haa determined that this 
document does not contain a major proposal 
requiring preparation of an Inflation Impact 
Statement under Executive Order 11621 and 
OMB Circular A-107. 

Pierre A. Ciialoux. 

Acting Deputy Admin¬ 
istrator Veterinary Services. 

[PRDoc.77-619 Piled 1-6-77:8:45 am) 



AND VECTORS 


PART 113—STANDARD REQUIREMENTS 
Miscellaneous Amendments 

• Purpose: To correct the number of 
samples required for testing. • 

Statement of considerations . The num¬ 
ber of samples of a product submitted by 
each licensee for testing by Veterinary 
Services is prescribed In f 113.3. The 
number is based on the requirements of 
tests which may be conducted on each 
class of product by Veterinary Services 
personnel. 

Subsequent to preparing the current 
list of samples, some products have been 
reclassified by definition from a bactertn 
to a bacterin-toxoid. The number of sam¬ 
ples prescribed in 1113.3 for these prod¬ 
ucts was not adjusted accordingly. These 
changes will provide the necessary num¬ 
ber of samples for proper testing. 

Pursuant to the authority contained 
in the Virus-Sorum-Toxin Act of March 
4.1913 (21 UB.C. 151-153) Part 113, Sub¬ 
chapter E, Chapter 1 of Title 9 of the 
Code of Federal Regulations is amended 
by making the following administrative 
changes: 

Section 113.3 Is amended by revising 
paragraphs (b)(2) and (b)(5) to read: 


RULES AND REGULATIONS 

§113.3 Sampling of biological prod¬ 
uct*. 

• • • * • 

(b) • • • 

(2) Bacterins and Bacterin-Toxoids: 
(i) Twelve samples of single-fraction 
bacterins and bacterin-toxoids. 

(11) Thirteen samples of double-frac¬ 
tion bacterins and bacterin-toxoids. 

(ill) Fourteen samples of triple-frac¬ 
tion bacterins and bacterin-toxoids. 

(iv) Fifteen samples of bacterins and 
bacterin-toxoids containing more than 
three fractions. 


(5) Toxoids: Sixteen single-dose sam¬ 
ples or thirteen multiple-dose samples of 
tetanus toxoid or twelve samples of all 
other toxoids. 

• • • • • 

(21 U8.C. 161 and 154; 37 FR 26477; 38 FR 

19141.) 

These amendments provide adminis¬ 
trative changes in the biologies control 
program administered in accordance 
with the Virus-Serum-Toxin Act. In or¬ 
der to be of maximum benefit, they must 
be made effective Immediately. 

Accordingly, under the administrative 
procedure provisions in 5 U.S.C. 553. it is 
found upon good cause that notice and 
other public procedure concerning these 
amendments are impracticable and un¬ 
necessary. and good cause is found for 
making these amendments effective less 
than 30 days after publication in the 
Federal Register. 

The foregoing amendments shall be¬ 
come effective December 28. 1976. 

Done at Washington. D.C., this 23rd 
day of December. 1976. 

Non.—Th# Animal and Plant Health In¬ 
spection Service ho* determined that this 
document does not contain a major proposal 
requiring preparation of an Inflation Impact 
Statement under Executive Order 11821 and 
OMB Circular A-107. 

J. M- Hejl, 

Deputy Administrator . 

Veterinary Services. 

|FR Doc .76- 38229 Filed 12-28-76:8:45 am] 

(Not*. —This document la being reprinted 
entirely without change from the Usuc of 
Wednesday. December 29, 1976.) 

Title 10—Energy 

CHAPTER II—FEDERAL ENERGY 
ADMINISTRATION 

PART 212—MANDATORY PETROLEUM 
PRICE REGULATIONS 

Crude Oil Prices; Further Extension of Cur¬ 
rent Domestic Crude Oil Ceiling Price 
Freeze and Corrective Adjustments to 
Upper Tier Ceiling Price Levels for Jan- 
uary-March. 1977, To Comply With 
Statutory Composite Price Limitations 

A. Summary 

FEA Is today amending the domestic 
crude oil price regulations to provide for 
a continuation of the current freeze on 


crude oil ceiling prices and to adjust 
downward the upper tier celling price by 
20 cents per barrel for the months of 
January through March. 1977. This ac¬ 
tion corrects for the amount by which the 
actual weighted average upper tier price 
was higher than intended when upper tier 
ceiling prices were first Imposed in Feb¬ 
ruary. 1976. and is being taken to achieve 
compliance with the limitations on do¬ 
mestic crude oil prices of section 8 of the 
Emergency Petroleum Allocation Act of 
1973 (“EPAA"). Upper tier crude oil ac¬ 
counts for about 35 percent of domestic 
crude oil production and 20 percent of 
all crude oil processed in United States 
refineries. 

Section 8(f) of the EPAA provides an 
opportunity during March. 1977, for a full 
review by Congress of the operation of 
the crude oil pricing limitations which 
are required under section 8. including 
their impact on domestic production. Ac¬ 
cordingly, today's action extends only 
through March, when that review will 
take place. However. In the event that 
there were to be no changes In the cur¬ 
rent statutory limitations on crude oil 
prices as a result of that review, an exten- 
tlon of the price levels specified in to¬ 
day's notice would serve to achieve full 
compliance with those limitations by 
July 31. 1977. based on current data and 
projections. 

It should be noted that the 20 cents 
per barrel reduction In the upper tier 
ceiling price approximates the amount by 
which actual weighted average first sale 
prices of crude oil subject to the upper 
tier ceiling price exceeded the projected 
level in February, 1976. when the upper 
tier ceiling price was first implemented. 
At that time, no actual first sale data was 
available, and the attempt to achieve an 
actual weighted average upper tier price 
of $11.28 per barrel resulted Instead in an 
actual weighted average upper tier price 
for February of $11.48 per barrel. 

Today's action will have the effect of 
reducing the actual weighted average 
first sale price of domestic crude oil from 
December. 1976, levels by an average of 
four cents per barrel during the months 
of January and February. 1977. The ac¬ 
tual composite price for March, 1977. 
should approximately equal the actual 
composite price of domestic crude oil for 
December, 1976. 

B. Background. 

On November 16. 1976. the Federal 
Energy Administration (“FEA") issued 
a notice of proposed rulemaking and 
public hearing (41 FR 50960. Novem¬ 
ber 18. 1976) in order to consider what 
steps FEA should take to comply with 
the requirement in section 8(c) of the 
EPAA. to make adjustments in crude oil 
price levels to compensate for actual 
weighted average first sale prices of 
domestic crude oil which have exceeded 
the statutory maximum weighted aver¬ 
age first sale price limitations. In its 
notice of proposed rulemaking, FEA 
noted that the amounts in excess of the 
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statutory limits appeared to have In¬ 
creased significantly in recent months, 
due primarily to recent statutory and 
regulatory amendments relating to qual¬ 
ification for stripper well status and the 
definition of “property." even though 
upper and lower tier crude oil price ceil¬ 
ings had remained since July 1, 1976. at 
the maximum levels permissible for 
June, 1976. 

Alternative proposals upon which com¬ 
ments were requested were: (1) A roll¬ 
back of upper tier price levels by an 
estimated $1.40 to $1.60 per barrel dur¬ 
ing December, 1976. and January. 1977. 
in order to compensate fully by Janu¬ 
ary 31, 1977, for cumulative prictng 
overages since February which, as of 
September (preliminary data), totalled 
nearly $200 million: (2) A continuation 
of the limitation on crude oil celling 
prices at their June. 1976. levels through 
December, 1976. In order to obtain more 
complete data, followed by appropriate 
compensatory action extending over a 
seven-month period (January to July. 
1977) in order to compensate fully by 
July 31. 1977, for cumulative pricing 
overages through December 1976. while 
also minimizing disruptive effects on do¬ 
mestic production which might result 
from option (1); and (3) depending 
upon the results of data for December, 
1970, under alternative (2). further con¬ 
tinue the price freeze pending considera¬ 
tion by Congress of an energy action to 
be submitted by FEA pursuant to section 
8 (e) of the EPAA. under which a one¬ 
time increase in the statutory composite 
price for January, 1977, sufficient to 
compensate for total cumulative receipts 
projected to exist at that time, would be 
proposed. 

FEA noted that. If preliminary results 
for September, 1970. were confirmed by 
available data In December. 1976, a 
continuation of the present freeze on 
crude oil price ceilings until July 31.1977. 
would be sufficient to correct fully for all 
crude oil pricing overages which have 
occurred or which shall have occurred 
since February, 1976. FEA also stated, 
however, that later data might Indicate 
that this course of action would not be 
sufficient, and in such event FEA would, 
under the proposed regulation amend¬ 
ments, be able to reduce upper tier cell¬ 
ing price levels to the extent necessary 
to reduce cumulative excess revenues to 
zero by July 31, 1977. 

Following receipt of written comment 
and public hearings on these matters, 
FEA on November 30, 1976, Issued regu¬ 
lation amendments which (1) Extended 
the ceiling price freeze until December 31, 
1976, in order to obtain more complete 
data before taking further corrective ac¬ 
tion to compensate for pricing overages, 
and (2) Provided FEA with authority to 
require price reductions should such ac¬ 
tion become necessary (41 FR 53333, De¬ 
cember 6, 1976). In addition, the rule- 
making proceedings were expressly con¬ 
tinued with respect to a final decision on 
the appropriate action to be taken with 
respect to crude oil celling prices during 
the period January 1977-July 1977 to 


achieve compliance with the composite 
price constraints. 

Based on preliminary data for Octo¬ 
ber, 1976, and other Information indi¬ 
cating a further decline in the 
percentage of lower tier crude oil (which 
automatically increases the actual com¬ 
posite price for crude oil). FEA has, as 
noted above, determined that, consistent 
with statutory composite price limita¬ 
tions, the following actions should be 
taken with respect to domestic crude oil 
produced and sold during the months of 
January through March, 1977: (1) Re¬ 
duction of upper tier price ceilings by 


In commenting on Table V, FEA indi¬ 
cated that the decline of about 2.28 per¬ 
centage points in the percentage of lower 
tier crude oil between August and Sep¬ 
tember, 1976, contributed to a 15 cents 
per barrel increase in the actual com¬ 
posite price between August and Sep¬ 
tember and a $33 million increase in ex¬ 
cess revenues for September. FEA 
attributed this decline in the percentage 
of lower tier crude oil to the following 
factors in the proportions Indicated: 

Chango In definition of 04 to 1.0. 

“stripper well property". 

Normal decline In lower tier 04. 

production. 

Change In definition of 1.0 to 14. 

“property". 

Based on preliminary data now avail¬ 
able for October. 1976, the decline in the 
percentage of lower tier crude oil appears 
to have increased from 2.28 percentage 
points between August and September 
(preliminary) to about 3 2 percentage 
points between August and October. The 
further increase in this decline appears 
to be largely attributable to the change 
in the definition of "property" effective 
September 1,1976, which, due apparently 
to the complexity of calculations relat¬ 
ing to this subject, was not fully reflected 
in actual price data for September. An 
FEA survey of major crude oil producers 
indicates that the amendment to the 
"property" definition should be fully 
reflected by a further shift of 0.5 per¬ 
centage points, which is expected in 
November. 1976. 

If final data confirm this anticipated 
shift, excess receipts are projected to 
total about $270 million by the end of 
December, 1976. compared with about 
$200 million of excess receipts by the end 
of September, 1976. 


20 cents per barrel, and (2) Continua¬ 
tion of the current freeze with respect to 
lower tier celling price levels. These ac¬ 
tions arc reflected In Price Schedule No. 
5. Issued today, effective January 1. 1977. 

C. Basis for Today's Action 

In its notice of proposed rulemaking 
In this matter. FEA presented the follow¬ 
ing table (Table V> Indicating the ex¬ 
tent to which actual composite prices 
had exceeded the statutory composite 
price based on preliminary data for 
September, 1970; 


Based on the data now available and 
on FEA projections concerning cumula¬ 
tive excess receipts, FEA has therefore 
decided to continue the current freeze on 
crude oil ceiling prices and to reduce the 
upper tier ceiling price by 20 cents per 
barrel. Consequently, within the frame¬ 
work of the second option originally pro¬ 
posed (noted in Section B, above), FEA 
in today's action has provided for a re¬ 
duction in upper Her celling prices of 20 
cents per barrel applicable to crude oil 
produced and sold in the months of Jan¬ 
uary through March. 1977, while main¬ 
taining the current freeze on lower tier 
price ceilings until March 31. 1977. These 
actions are reflected In Price Schedule 
No. 5. Issued today pursuant to $ 212.77 
as an appendix to 10 CFR Part 212, Sub¬ 
part D. 

As also noted above, this corrective 
action is taken with respect to the first 
three months of 1977 only, since section 
8 (f) of the EPAA affords an opportunity 
for full Congressional review of the op¬ 
eration of the crude oil pricing policy of 
section 8 of the EPAA and its effect on 
domestic production. In the event, how¬ 
ever, that no change in that policy were 
to result from that review, an extension 
of the celling price levels provided for in 
today’s action would, based on current 
projections, serve to eliminate all cumu¬ 
lative excess receipts by July 31. 1977. 

(Emergency Petroleum Allocation Act of 
1273. Pub. L. 03-159. ft* amended. Pub. L. 

93- 811, Pub. U 94-99, Pub. L 94-133, Pub. L. 

94- 163, and Pub. L. 04-388; Federal Energy 
Administration Act of 1974, Pub. L. 93 278, 
an amended. Pub, L. 94-488; Energy Policy 
and Conservation Act. Pub L, 94-163. as 
amended. Pub. L. 94-385; KO. 11790. 39 Ftt 
23185.) 


Month 

Lower 

tier 

percent 

Lower 

tier 

phee 

Upper 

tier 

price 

Statutory 
oompotfte 
price 

Actual 

oompoeHe 

price 

Cumulative 

escstw 

receipts 

(milhooa) 

February__ 

ML 12 

*6 06 

lit 45 

r.ag 

*7.87 

*49 

March.. - 

ML 93 

6 err 

11.39 

7.72 

7.79 

07 

fff -- 

88 p 

607 

IL53 

7.78 

7.80 

8* 

57.04 

6 13 

11.65 

7.84 

7.89 

m 

J uzie._ 


6 15 

U 00 

•7.88 

7.99 

123 

July... _ 

56.68 

5.19 

11.00 

•7.« 

A 04 

153 

August»- 

Ml 81 

A 18 

11.62 

•7.98 

A 09 

184 

September »-- 

63.40 

A 18 

ILK 

•104 

»AU 

197 


1 Reduced from origins! projected figures (see table D of 17.91 lor June. 17.97 lor July, IS.Q3 for August, and IA.09 
lor Senteml«r, due to reduction In annua! rate of Increase from 94 pet to 15 pet (reflecting decline la rate of inflation 
frotn $4 pot to 3.5 pet) applicable to Juna. July, and Aug. 1-13. Purauant to sees. 123 and 134 of the ECPA. a full 
10-prt annual rate of Increase b used lor Aug. 14-31 and the month of September. The average rate of Increase lor Au¬ 
gust b 8-52 pet. 

* Preliminary. 

*Includes prkes for stripper well crude oO production at an Imputed value of $11.68 per barrel to accordance with 
sec. la of U» Kef’A. 
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In consideration of the foregoing. Part 
212 of Chapter II, Title 10 of the Code of 
Federal Regulations is amended as set 
forth below, effective January 1, 1977, 

Issued In Washington. D.C., Decem¬ 
ber 31, 1976. 


Michael F. Butler 
General Counsel, 
Federal Energy Administration, 

1 . Subpart D of Part 212 is amended 
to add an Appendix to read as follows: 


ArrKNDix.— Schedule No, 5 of monthly price 
adjustment*, Effective Jan, I, J&77 


lAtwtr Uff Mm Upp*r lief Sopl. 
Mon til 16, 1V7E pn*t>& 30. PosrU-a 

price > (plu«) pric« * <W) 


Felmiwy 1W. 

!.«! 

1.23 

Mmrrb .. ........... 

1.39 

1.2V 

April.... 

1.41 

1.18 

II>y 1 T T T , r_ 

1.45 

111 

hm..... 

1.48 

1.05 

July... 

l.« 

LOft 

August... 

L48 

1.05 

gepumber.. 

L48 

1 0ft 

October.. 

1.48 

1 Oft 

November ... 

1.49 

1.05 

Dcocinbre__ 

LIS 

1.05 

January 1077....... 

1.49 

1.25 

February... 

LIS 

1.2ft 

Morel).. 

LIS 

1 25 


I The, price referred to in 10 OPR 212.73(h)(1) or in 
912.79(c)(1), 212.73(c)(3), ond ll&?S(r)f4). 

• The price rtkned to In 10 CPU 312.74(b)(1). 


This schedule of monthly price adjust¬ 
ments was issued by the Federal Energy 
Administration on December 31. 1976, 
pursuant to 10 CFR 212.77. It restates 
without change the lower and upper tier 
price ceilings applicable to crude oil pro¬ 
duced and sold in the months of Febru¬ 
ary through December, 1976, as deter¬ 
mined under 10 CFR 212.73, 212.74, and 
212.77, and holds the lower tier price 
ceilings applicable to crude ail to be pro¬ 
duced and sold in the months of January 
through March, 1977, at the ceding price 
level for the months of June-December, 
1976, consistent with statutory composite 
price requirements. As the schedule in¬ 
dicates. consistent with statutory com¬ 
posite price limitations, a temporary re¬ 
duction is also mode In upper tier ceiling 
prices below the level of June-Dee ember. 
1976. 

Tills schedule is effective only through 
March 31, 1977. Price ceilings for subse¬ 
quent months will be provided by Sched¬ 
ule No. 6, to be Issued no later than 
March 31, 1977. This schedule may. how¬ 
ever. be superseded prior to March. 1977, 
by early issuance of Schedule No. 6 to re¬ 
flect further ceiling price adjustments 
based on unanticipated trends in actual 
composite price levels. 


No tv,—T he footnote reference to the lower 
tier ceiling price rule ho* been corrected to 
Include a reference to the rule for Alaska 
end California, which wm inadvertently not 
included when that rule wan adopted, effec¬ 
tive October 1, 1976. 
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Title 12—Banks and Banking 

CHAPTER VII—NATIONAL CREDIT UNION 
ADMINISTRATION 

PART 704—CORPORATE CENTRAL 
FEDERAL CREDIT UNIONS 

Establishment of Part 

On pages 41725 and 41726 of the Sep¬ 
tember 23, 1976, edition of the Federal 
Register (41 FR 41725 and 41726), there 
was published a proposal to establish 12 
CFR Part 704. 

The proposed regulation recognized 
that a central Federal credit union that 
is operated for the primary purpose of 
serving corporate accounts should be 
classified as a corporate central Federal 
credit union (CCFCU), as that term is 
defined in the regulation, and that the 
reserving requirements for a CCFCU 
should be modified to more accurately 
reflect the lower risk involved in grant¬ 
ing loans to corporate accounts. Le., 
loans to credit unions. The proposed 
regulation established a reserving re¬ 
quirement for a CCFCU which differed 
from that delineated in 4 702.2 (12 CFR 
700.1), and by creating a ' corporate 
central reserve*' (OCR). A CCFCU will 
be required to transfer to the regular re¬ 
serve amounts as set forth in 9 702.2 (12 
CFR 702.2). except that in computing 
the amount that must be maintained in 
the regular reserve pursuant to 9 702.2 
(12 CFR 702.2). loans made to credit 
unions by a CCFCU under authority of 
sections 107(5) and 107(8) iA) of the 
Act (12 U.S.C. 1767 (5) and (8) (A)) will 
now be classified In the same category’ as 
loans presently made to other credit 
unions under authority of section 107 
(8) (C) of the Act <12 U.S.C. 1757 
(8) <C)) f that is, as nonrisk assets. To 
cover any potential loss on loans to cor¬ 
porate accounts, a CCFCU would be re¬ 
quired to establish and maintain a OCR 
as set forth below. 

Interested persons were given until 
November 16. 1976. to submit written 
comments, suggestions, or objections re¬ 
garding the proposed regulation. 

After consideration of all such rele¬ 
vant matter presented by interested per¬ 
sons, proposed Part 704 Is adopted as set 
forth below, effective immediately. 

C. Austin Montgomery. 

Administrator. 

January 3. 1977. 

Sec. 

704.0 Scope. 

704 1 DcAnltlona 

704.2 Corporate Central Reserve 

Authority; Sec. 120. 73 Slat. 635 (12 USC. 
1766) and sec 209, 84 Stat 1014 (12 US.C. 
1780). 

g 704.0 Scope. 

Part 702 of this chapter sets forth the 
reserving requirements for Federal 
credit unions. As concerns corporate cen¬ 


tral Federal credit unions, Uu* Part 
modifies the existing regular reserve 
structure by eliminating from outstand¬ 
ing loans and risk assets, when comput¬ 
ing the amount that must be maintained 
in the regular reserve, loans to member 
credit unions (loans to other credit 
unions are presently excepted from rick 
assets by 9 700.1 (j) (4)), and by creating 
a corporate central reserve. 

g 704.1 Definition*. 

<&> “Corporate central Federal credit 
union" means a Federal credit union 
operated for the primary purpose of 
serving corporate accounts. A Federal 
credit union will be deemed to be a cor¬ 
porate central Federal credit union when 
its total dollar amount of outstanding 
corporate loans plus corporate share¬ 
holdings is equal to or in excess of 75 
per centum of its total outstanding loans 
plus shareholdings. 

(b» Risk assets of a corporate central 
Federal credit union shall be as defined 
in 9 700.1 of this chapter, except, how¬ 
ever. loons made under authority of sec¬ 
tions 107(5) and 107(8) (A) of the Act 
by a CCFCU to credit unions shall not be 
considered risk assets. 

g 701.2 (’orporute Onlml Rc*cr\c. 

(a) In addition to the Regular Re¬ 
serve required by 4 702.2 of this chapter, 
a corporate central Federal credit union 
shall establish and maintain a Corporate 
Central Reserve as described in this sec¬ 
tion. 

(b) Immediately before the payment 
of each dividend, the treasurer shall de¬ 
termine the gross earnings, as defined in 
4 702.2 of this chapter, of the corporate 
central Federal credit union. From this 
amount there shall be transferred to a 
reserve to be known as the Corporate 
Central Reserve, as of the end of each 
dividend period. 2 per centum of gross 
earnings until the Corporate Central Re¬ 
serve shall equal lVfe per centum of the 
corporate central Federal credit union's 
total assets. 

<c) Whenever the Corporate Central 
Reserve falls below 1% per centum of 
total assets it shall be replenished by 
regular transfers of 2 per centum of gross 
earnings or by contributions in such 
amounts as may be needed to maintain 
the Corporate Central Reserve at 1 ** per 
centum of total assets, whichever is less. 

(d) Charges may be made against the 
Corporate Central Reserve to the same 
extent and in the same manner as those 
permitted to be made against the Regu¬ 
lar Reserve pursuant to 8 702.2 of this 
chapter. No other charges shall be made 
against the Corporate Central Reserve 
except as may be authorized in writing 
by the Administrator or his designee. 

| PR Doc.77-656 Plied l-6-77;8 45 am| 
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Title 20—Employees* Benefits 

CHAPTER V—EMPLOYMENT AND TRAIN- 

ING ADMINISTRATION. DEPARTMENT 

OF LABOR 

PART 614—UNEMPLOYMENT 

COMPENSATION FOR EX SERVICEMEN 

New Schedule of Remuneration 

On December 3. 1976. a document was 
published in the Federal Register (41 
FR 53048>. proposing to amend 20 CFR 
614.19. which prescribes the schedule 
used in computing Federal wages of ex- 
servicemen and ex-servicewomen cov¬ 
ered under the program of Unemploy¬ 
ment Compensation for Ex-servicemen 
(UCX program) established by Sub¬ 
chapter n of Chapter 85 of Title 5. 
United States Code (5 UB.C. 8521- 
8525). Effective as of October 1. 1976. 
rates of monthly basic pay for members 
of the uniformed services were adjusted 
upward by Executive Order 11941 (41 
FR 43889>. The proposal published on 
December 3. 1976. would make corre¬ 
sponding adjustments in the schedule 
in 20 CFR 614.19. 

A 30-day comment period was In¬ 
cluded in the proposal. No comments 
were received. 

The new schedule of remuneration is 
hereby made applicable to all first 
claims under the UCX program which 
arc filed after December 31. 1976. The 
purpose is to regularize the effective 
dates of new schedules of remuneration, 
which are issued annually to Implement 
pay raises for members of the uniformed 
services. By making the new schedule 
effective at the beginning of the year, 
administration of the UCX program 
will be stabilized and the result will be 
fairer to claimants. While this necessi¬ 
tates making the new schedule effec¬ 
tive this time in less than 30 days after 
it is published In the Federal Register. 
the reasons given for making the new 
schedule effective at the beginning of 
1977 are believed to be overriding. 

Accordingly, for the above reasons. I 
find that there is good cause for making 
this change effective January l. 1977. 
Therefore, the amendments to 20 CFR 
614.19 are published without change 
from the form proposed, except for a 
correction in tho Federal Register ci¬ 
tation in 20 CFR 614.19(b). 

Effective date: January 1, 1977. 

Signed at Washington. D.C^ on Jan¬ 
uary 4. 1977. 

William H. Kolberc. 

Assistant Secretary /or 
Employment and Training. 

Section 614.19 of Chapter V of Title 
20. Code of Federal Regulations, is 
amended to read as follows: 

8 61 4.19 £k*li«xlulc of remuneration. 

<a> The following schedule of remu¬ 
neration is issued pursuant to 5 U. 8 .C. 
8521(a)(2). and shall apply to first 
claims which are filed after December 31, 
1976: 


Pay grade: 

(1) Com ml** toned officer*: 

0-10 ... 

OO... 

OS ... 

0-7__ 

0 6 ... 

0-5.. 

0-3 •irnirrmrmrrmr 
0-2.. 

O-l . 

(2) Warrant officer*: 

W~4... 

W-3 ... 

W-2 . 

W-l . 

(3) Enlisted per»tonne!: 

E-0 ... 

E-8 ... 

E-7... 

M... 

E-6... 

R4.. 

E-3.__ 

E-2..._ 

E-l.... 


Monthly rate 


- $4,088 

. 4.086 

-4.072 

. 3.587 

_ 2.082 

_ 2.454 

_ 2.021 

_ 1.603 

. 1.354 

. 007 

- 1.036 

- 1.616 

. 1.310 

- 1.173 


1.658 

1.410 

1.224 

1.040 

885 

740 

660 

622 

572 


(b) 'Hie deletion from paragraph (a) 
of this section of the schedule of remu¬ 
neration published at 41 FR 16987. which 
was applicable prior to the effective date 
of the new schedule of remuneration set 
forth in paragraph (a) of this section, 
does not revoke the prior schedule or any 
preceding schedule or change the periods 
of time they were in effect. 

(5 U.8.C. 8508. 8521(a)(2); Secretary's Order 
No. 4-76 (40 PR 18515).) 

|PR Doc.77-656 Piled 1-6-77:8:45 am) 


Title 21—Food and Drugs 

CHAPTEp I—FOOD AND DRUG ADMIN¬ 
ISTRATION. DEPARTMENT OF HEALTH. 
EDUCATION. AND WELFARE 

SUBCHAPTER A—GENERAL 

|DocIcat No. 76N-0414) 

PART 2—ADMINISTRATIVE FUNCTIONS. 
PRACTICES. AND PROCEDURES 

Subpart D—Public Hearing Before A Public 
Advisory Committee 

Establishment or Procedures 

Correction 

In FR Doc. 76-34666 appearing at page 
52148 In the issue of Friday. November 
26, 1976 the following corrections should 
be made: 

1. On page 52156. third column, the 
bold face section designated M | 2.30" 
should read “f 2.308**. 

2. On page 52163. third column, in 
8 2.340(c) (13) (1L) between the first and 
second line from the bottom insert the 
words “available data concerning safety 
and ef-*\ 

3. On page 52167. middle column, in 

8 2.371(f), the ninth to twelfth lines 
should read "provisions of Part 4 of this 
chapter and the regulations referenced 
therein. The provisions of 88 314.14. 
431.71. and 601.51 of this chapter shall 
determine whether.". 


|Docket No. 76N-03651 

PART 8—COLOR ADDITIVES 
Provisional Regulations 

Postponement or Closing Dates 

The Commissioner of Food and Drugs, 
on his own initiative, is postponing the 
closing date for the use of 52 provision* 
ally listed color additives until January 
31. 1977. This order Is effective Decem¬ 
ber 30. 1976. 

Under Title XI of the Color Additive 
Amendments of 1960 (sec. 203(a)(2). 
Pub. L. 86-618. 74 Stat. 404 <21 U. 8 .C. 
376 note)) and under authority dele¬ 
gated to him (21 CFR 5.1). the Commis¬ 
sioner is authorized to postpone the 
closing date of a provisional listing of a 
color additive on his own initiative or 
upon the application of an interested 
person. 8 ectIon 203(d)(1) of Title n re¬ 
quires promulgation, insofar as prac¬ 
tical. of a current listing of color addi¬ 
tives and the particular uses thereof 
deemed provisionally listed. 

The current closing date. December 
31. 1976. established by a regulation pub¬ 
lished in the Federal Register of Sep¬ 
tember 23.1976 (41 FR 41856), was based 
upon the Commissioner's conclusion 
that postponement until December 31. 
1976. was consistent with the objective 
of carrying to completion, in good faith 
and as soon as reasonably practicable, 
the scientific investigations necessary for 
making a determination as to listing 
these color additives under section 706 
of the Federal Food. Drug, and Cos¬ 
metic Act (21 U. 8 .C. 376). 

In the Federal Register of September 
23. 1976 (41 FR 41860). the Commis¬ 
sioner proposed to postpone further the 
closing date for the use of 52 provision¬ 
ally listed color additives. In the pre¬ 
amble to that proposal, the Commis¬ 
sioner set forth his tentative conclu¬ 
sions with respect to listing or pro¬ 
visional listing for each of those color 
additives and a precise timetable for 
accomplishing the various actions de¬ 
scribed. The postponement of the clos¬ 
ing date until January 31, 1977. ac¬ 
complished by this order, is necessary 
to provide a brief additional period of 
time to complete scientific and legal 
review of the comments received on the 
September 23. 1976 proposal. 

Because of the shortness of time until 
Uie December 31, 1976, closing date, the 
Commissioner concludes that notice and 
public procedure * 1 2 3 4 on this regulation are 
impracticable and contrary to the pub¬ 
lic interest and that good cause exists 
for issuing this postponement as a final 
order. The regulation, to be effective on 
December 30. 1976 will permit the un¬ 
interrupted use of the affected color 
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additives. Therefore, in accordance with 
5 U.S.C. 653(b) (B). and <d)(l) and (3), 
this postponement is issued os a final 
regulation and is being made effective 
on December 30, 1076. 

Nothing In this action affects the 
Commissioner's authority under the 
transitional proivsions of the Color Ad¬ 
ditive Amendments of 1060 to terminate 
a closing date, terminate a listing, or 
impose restrictions with respect to a 
specific color additive on the provisional 
list. 

(Sec. 203(a) (2), (d)(1). Title n. Pub. L. 
86 618; 74 8Ut. 404-406 (21 U.S.C. 376 

note)) and under authority delegated to 
the Oommiftfiloner (21 CFR 6.1) (rectifica¬ 
tion published In the Federal Register of 
Juno 16. 1876 (41 FR 24263)) 

Part 8 is amended as follows: 

§ 8.501 (Amended) 

In | 8.501 ProrisiomiJ lists of color ad¬ 
ditives , the closing dates for tlic color 
additives listed in paragraphs <n>, <b). 
(c). (f). and <g) arc changed to read 

January 31.1977" 

Effective date . This order shall be¬ 
come effective on December 30.1976. 

(dec. 203(a) (2), (d)(1). Title n Pub. L. 86- 
818; 74 8UL 404-406 (31 U.8.C. 376 note).) 

Dated: December 29.1976. 

William P. Randolph, 

Acting Associate Commissioner 
for Compliance. 

|FR Doc.76-38490 Plied 12-30-76:11:27 am) 


SUBCHAPTER B— FOOD AND FOOD PRODUCTS 
(Docket Ho. 76P-0362) 

PART 121—FOOD ADDITIVES 

Food Additives Resulting From Contact 

With Containers or Equipment and Food 

Additives Otherwise Affecting Food 

Ackylonitrili/Stysene Copolymer 

The Pood and Drug Administration Is 
amending the food additive regulations 
to provide for the use of a new acryloni¬ 
trile/styrene copolymer in contact with 
food, except for use as a bottle for al¬ 
coholic beverages and carbonated bever¬ 
ages; effective January 7. 1977; objec¬ 
tions by February 7, 1977. 

A notice published in the Federal 
Ret.isti* of January 19. 1976 (41 FR 
2663) announced that a petition <FAP 
6B3121) had been filed by Dow Chemical 
U S A.. P.O. Box 1706. Midland. MI 48640. 
proposing that f 121.2629 Acrylonitrile / 
styrene copolymer (21 CFR 121.2629) be 
amended to provide for the safe use of 
an additional acrylonitrlle/styrene co¬ 
polymer produced by polymerization of 
45-65 parts by weight of acrylonitrile 
and intended to contact all foods. The 
petitioner subsequently amended the pe¬ 
tition to delete the coverage requested 
for use as a bottle for alcoholic and 
carbonated beverages. 

The Commissioner of Food and Drugs, 
having evaluated data in the petition and 
other relevant material, concludes that 
9 121.2629 should be amended as set 
forth below. 

(8©c. 400(c)(1). 72 8taL 1786 (21 D.S C 348 
(e)(1))) and under authority delegated to 
the Commtaloner (21 CFR 5.1) (modifica¬ 


tion published in the Fedirai. Riusm of 
June 15. 1976 (41 FR 24262)). 

Part 121 is amended in 9 121.2629 by 
adding a new acrylonitrilc/styrenc co¬ 
polymer and revising the section to read 
as follows: 

§ 121.2629 \cr>lamlrili*/%tvrrne cojmiU - 
nirr. 

Acrylonitrilc/styrenc copolymers iden¬ 
tified in this section may be safely used 
as a component of packaging materials 
subject to the provisions of tills section. 

fa) Identity. For the purposes of tills 
section acrylonitrlle/styrene copoly¬ 
mers are basic copolymers meeting the 
specifications prescribed in paragraph 
(c) of this section. 

<b) Adjuvants. (1) The copolymers 
identified in paragraph <c) of this sec¬ 
tion may contain adjuvant substance* 
required in their production, with the 
exception that they shall not contain 
mercaptans or other substances which 
form reversible complexes with acrylo¬ 
nitrile monomer. Permissible adjuvants 
may include substances generally recog¬ 
nized as safe in food, substances used in 
accordance with prior sanction, sub¬ 
stances permitted under applicable regu¬ 
lations in this part, and those authorized 
in paragraph <b)(2) of thLs section. 

(2) The optional adjuvants for the 
acrylonitrlle/styrene copolymer Identi¬ 
fied In paragraph (c)(1) of this section 
arc as follows: 


.V ubstancr* 
Condensation polym- 
rr of toluene sul¬ 
fonamide and 
formaldeyhde. 

(c) Specifications. 


Limitation 

0 15 pet. 
maximum 


Acrylonitrile ‘flyrme copotymm 

Maximum rosidua) 
acrylonitrile moixmirr 
content of finished 
article 

Nitrogen 
content of 
copolynwr 

Maximum rurac table free thns ol specified tempera¬ 
ture*! utd times 

Con formal ire with 
certain spocificatkin* 

1. AcrylooJtrtle.ktyrvn* copolymer ccruusttcig of the 
copolymer proton*! by polymrriratwn ot 66 */.* 
part* by weight of acrylonitrile and 23 34 part* 
by weight of slyrcaw*. for non with food of type 
VI-B Identified in table 1 of sec. 171.25361c) nnd» r 
nxMlitioM of um C, D. R, K. O drtcriM In table 

2 of sec. 121-2526(0. 

SO ports per mlLUonV. 

17.4 to 19 pet- 

Total non votaul* extractive* nol to exceed 0.01 udlll- 
gram per square Inch surface area of the food contort 
ankle when exposed to disUlkri water and 3 pet 
acetic add for 10 d at 160* F. 

The extract*! copolymer rtiall ivot exceed 0.001 rog/ln* 
sorter* area of the food non tan art J»*k when n posed 
to dnilUed water and 3 pet arctic Hold for lOd at INF 
F.* 

Extracted nopolyroer not !o exceed 20 ports |nr mil¬ 
lion In aqueous extract or • heptane extract ob* 
tail**] whrn P*> gram sample of the basso copolymer 
In tike form of particles of a site Li tat will paw through 
a V.9. bUndard Flew No. 4 and that wUlbe held on 
a U.8. Standard Hkvs No. 10 la extracted with 250 
in till Dim of detained water or reagent jmutr n hr\y 
tane at reflux trmperaitue for 2 bourn.* 

Minimum number 
average molecular 
weight Is 20,000 * 

2, AcryloniUikMyrrno copolynwr conaisLlng of the 
oopolymer produced by polymerisation of 45-65 
ra/1* by wilglit of ocryfotutrila and 85-66 port* 
by weight of «ww, for use with food of t> tx*» I, 

if. m. rv. v, vi io»<wpt botuiw), vn. vifr; ami 

IX idsntiftsd la table l of mo. 121.26J6(c) under 
conditions 1) (not to uiwl MP F), C. D, K, F, 
O described In table 2 of me. 121.2528(c). 

60 ports i*t million" 

1 2J2 to 17.2 
pet. 

Minimum 10 pet snta- 
lion vtecosrijr at Tt? 
c is i0eP. # 


•Method available from Food and Drug Administration, Bureau of Foodi, Division of Food and Color Additives U1EFF-330), TOO C Hi. 8W„ Washington. D C. 20204 


<d) Interim listing. Acrylonitrile co¬ 
polymers identified in this section shall 
comply with the provisions of 9 121.4010. 

Any person who will be adversely af¬ 
fected by the foregoing regulation may 
at any time on or before February 7, 
1977. file with the Hearing Clerk. Food 
and Drug Administration. Rm. 4-05, 
5600 Fishers Lane, Rockville, MD 20852. 
written objections thereto. Objections 
shall show wherein the person filing will 
be adversely affected by the regulation, 
specify wilh particularity the provisions 


of the regulation deemed objectionable, 
and state the grounds for the objections. 
If a hearing is requested, the objections 
shall state the Issues for the hearing, 
shall be supported by grounds factually 
and legally sufficient to justify the relief 
sought and shall include a detailed de¬ 
scription and analysis of the factual in¬ 
formation Intended to be presented in 
support of the objections in the event 
that a hearing is held. 6ix copies of all 
documents shall be filed and should be 
identified with the Hearing Clerk docket 


number found in brackets in the heading 
of this regulation. Received objections 
may be seen in the above office during 
working hours, Monday through Friday 
Effective date: This regulation shall 
become effective January 7,1977. 

(Sec 409(C)(1). 72 8Ut. 1786 ( 21 U8.C 348 
(C)(1)).) 

Dated: December 29. 1976. 

William F. Randolph, 

Acting Associate Commissioner 
for Compliance 

|FR Doc.77-327 Filed 1-6-77;8:46 am) 
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PART 121—FOOD ADDITIVES 

Food Additives Permitted In Food for Hu¬ 
man Consumption or in Contact With 
Food on an Interim Basis Pending Addi¬ 
tional Study 

Saccharin and Its Salts 

The Food and Drug Administration 
• FDA) is extending the effective date of 
the interim food additive regulation for 
saccharin and its salts to authorize con¬ 
tinued limited use of the food additives 
until ongoing studies are completed and 
evaluated. This order is effective Janu¬ 
ary 7. 1977. 

Saccharin and its salts (saccharin) 
were removed from the list of substances 
generally recognized as safe <ORAS> in 
1121.101 (21 CFR 121.101) by an order 
published in the Federal Register of 
February i. 1972 (37 FR 2437). That or¬ 
der also established in $ 121.4001 (21 CFR 
4001) an interim food additive regulation 
for saccharin that places limits on the 
use of saccharin as a sweetener in food 
used to reduce significantly the calorie 
value of certain foods. Those actions 
were taken because preliminary results 
from chronic feeding studies then being 
conducted by FDA and other groups sug¬ 
gested that saccharin might cause ad¬ 
verse effects. Continued limited use of 
saccharin was permitted based upon the 
conclusion of the Commissioner of Food 
and Drugs that such use would not in¬ 
volve any significant increased risk to 
the public health. The authority for the 
use of saccharin was initially due to ex¬ 
pire on June 30,1973. 

In June 1972, FDA signed a contract 
with the National Academy of Sciences/ 
National Research Council (NAS/NRO 
to review the results of all experiments 
on the possible carcinogenicity of sac¬ 
charin. A number of experiments involv¬ 
ing saccharin were underway when FDA 
signed the contract with NAS/NRC in 
June 1972 and. as is frequently true with 
chronic feeding studies, no specific com¬ 
pletion date could then be established for 
them. It therefore became necessary to 
extend the effective date of the Interim 
food additive regulation beyond June 30. 
1973 to provide time for NAS/NRC to 
complete its evaluation and report to 
FDA. The authority for the continued 
limited use of saccharin was extended, 
therefore, in 1121.4001(0, by order pub¬ 
lished in the Federal Register of May 25, 
1973 (38 FR 13733). untU such time that 
FDA “receive* a final report and recom¬ 
mendations from the National Academy 
of Sciences Committee on Saccharin and 
publishes an order*' based on that report. 
In extending the authority for limited 
use of saccharin, the Commissioner again 
concluded that continued limited use of 
saccharin would not Involve any signi¬ 
ficant increased risk to the public health. 

The NAS/NRC report was received by 
FDA in December 1974.* Tlie report’s pri- 


AvRilable from the National Technical In¬ 
formation Service. 6285 Port Royal lid. 
Hpriugfleld, VA 22161. Order number PB 338- 
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mary conclusion was thAt the data then 
available had “not established conclu¬ 
sively whether saccharin is or Is not car¬ 
cinogenic alien administered orally to 
test animals.** The NAS/NRC recom¬ 
mended that several additional studies 
be undertaken to generate data that 
would permit a reasonably conclusive sci¬ 
entific judgment on the question of whe¬ 
ther saccharin is a carcinogen and rec¬ 
ommended further tliat the question be 
reconsidered when a substantial portion 
of the additional data became available. 
Specifically. NAS/NRC recommended 
that the following additional research on 
saccharin be conducted to determine 
whether It Is carcinogenic or whether its 
use presents a significant increased risk 
to the public health: 

1. CarelttogenewU study of purified con¬ 
taminant* of commercial saccharin, especially 
ortho-tol uonesulfonamido (OT3): 

2. Carcinogenesis study of pure saccharin; 

3. Carcinogenesis study of mixtures of 
known amounts of saccharin and OT8; 

4 Study of interaction of stones or 
parasites in bladder and saccharin in the diet; 

6. Study of urine composition as affected 
by high saccharin and OTS intake In the 
diet: 

6. Study of the significance of parenteral 
and in utero exposure in carcinogenesis 
studies: 

7. Kptdemiologic studies relating the Incid¬ 
ence of cancer with long-term consumption 
of saccharin. 

After the completion of the NAS/NRC 
report, and during FDA review of the re¬ 
port. several studies on saccharin were 
undertaken by the Health Protection 
Branch of the Departments Health and 
Welfare of Canada. These studies are ex¬ 
pected to provide data that will enable 
FDA to make a final determination 
regarding the use of saccharin in food. 
The status of the Canadian studies is as 
follows: 

1. Ortho-tolucnenulfonamide was Ad¬ 
ministered by gAvage to female rats from the 
1st day of pregnancy to the 2lst day after 
parturition. After weaning, the pupa were 
placed on diets that provided up to 260 miUt- 
grama per kilogram (mg/kg ) per day of OTS, 
the samp do6es that had been administered 
to the dams. Histopathologic examination of 
the bladder and kidneys after 106 days re¬ 
vealed a higher Incidence of bladder atones in 
all test groups (male and female) than the 
controls. On the other hand, hyperplasia was 
observed In only one male rat that received 
100 mg/kg per day of OTS. These findings 
suggest tliat high doses of OTS may cause an 
Increased incidence of bladder stones and 
possibly hyperplasia These findings raise the 
question whether the adverse effects seen in 
test animals In earlier studies on saccharin 
may have been caused by OTS rather than 
saccharin Itself. A second study, similar to 
the one described above. Is uuderway in Can¬ 
ada to attempt to corroborate the findings of 
the first study. 

2 A lifetime feeding study in the rat to 
assess the carcinogenicity and chronic 
toxicity of OTS and OT8-free saccharin was 
begun in early to mid-1974. rn this study, the 
rata of the f, and f, gene ration are being ex¬ 
posed to OTS and OTS-free saccharin. The 
study Is designed principally to determine 
the significance of m utero exposure of the 
test animals to OTS and OTS-free saccharin 
in relation to the possible induction of 
tumors by either substance. The test feeding 
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for the f, generations was completed In Sep¬ 
tember 1076; the test feeding for tho f gen¬ 
eration Is expected to be completed In Janu¬ 
ary 1077. The Canadians estimate that l year 
will be required to compile and evaluate the 
data and to prepare a final report. The final 
report Is thus expected shortly after January 
1078. 

The Commissioner is confident that a 
final determination based upon complete 
and up-to-date data on the safety of sac¬ 
charin will be possible shortly after the 
final reports on the Canadian study are 
received by FDA. Food and Drug Ad¬ 
ministration scientists have, as the in¬ 
terim food additive regulation requires, 
maintained close contact with those per¬ 
sons who are conducting studies on sac¬ 
charin and OTS, and they are fully in¬ 
formed about all developments relating 
to the safety of saccharin. The avail¬ 
ability of final results from the Canadian 
studies, expected In a little over 1 year, 
will enable the agency’s scientists to 
render a Judgment on the safety of sac- 
charlan that will be legally sound and 
scientifically supportable. 

In tile Commissioner's view, allowing 
continued limited use of saccharin In the 
interim is appropriate because such use 
will not significantly increase the risk 
to the public health. Should new data 
become available that suggest an in¬ 
creased risk or make it impossible to con¬ 
clude with reasonable certainty that the 
limited use of saccharin is safe, the Com¬ 
missioner win not hesitate to take 
prompt action, including terminating the 
authority under the Interim regulation 
for the limited use of saccharin. The 
Food and Drug Administration will con¬ 
tinue to monitor closely the progress of 
the ongoing Canadian studies and will 
therefore be in a position to act expedi¬ 
tiously If circumstances warrant. 

From time to time. FDA receives in¬ 
quiries concerning the circumstances in 
which it is appropriate to use saccharin 
In food. The Commissioner therefore be¬ 
lieves that it would be useful to reiterate 
the limited circumstances in which sac¬ 
charin may be used in accordance with 
the Interim food additive regulation. 

The purposes of the Interim regulation 
are to discourage general use of sac¬ 
charin by consumers and to prevent an 
increase in saccharin usage by those per¬ 
sons who already consume saccharin- 
containing products. Under the regula¬ 
tion. saccharin may be used only as a 
substitute for nutritive sweeteners in ac¬ 
cordance with current special dietary 
food regulations and policies, or for the 
technological purposes authorized by 
9 121.4001(e). 

The only special dietary purpose for 
which sacharin may be used under 9 121.- 
4001(d) Is for calorie reduction. To be 
used validly for calorie reduction, the 
food with the saccharin substitute must 
be significantly lower in calories than 
the comparable nutritionally sweetened 
food. 

Saccharin may be combined with nu¬ 
tritive sweeteners to sweeten a food of¬ 
fered for calorie reduction only If the 
combination Is Authorized by an FDA 
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regulation or statement of policy or In¬ 
terpretation such as in I 3.72 (21 CFR 
3.72 >. If sweeteners (saccharin and nutri¬ 
tive) could be combined freely, the taste 
variations attainable in food would in¬ 
crease significantly and could result in 
increased use of saccharin in food, con¬ 
trary to the purpose of the interim regu¬ 
lation. Moreover, the use of a nutrittve 
sweetener in combination with saccharin 
increases the calories in a food over the 
amount that would be present if only 
saccharin were used. Because the food 
does not then achieve the maximum pos¬ 
sible calorJe reduction, special scrutiny 
is required to ensure that the food serves 
a need for those in calorie reduction 
programs. 

Manufacturers who seek to use sac¬ 
charin in combination with nutritive 
sweeteners in circumstances in which 
the use is not already permitted may pe¬ 
tition FDA to Issue a regulation or a 
statement of policy or interpretation to 
provide for the use of the combination. 
Such petitions should Include informa¬ 
tion to establish (1) that it Is not feasi¬ 
ble to produce an acceptable calorie-re¬ 
duced food by using saccharin alone, 
and ( 2 ) that the production and sale of 
the product containing the combination 
of sweeteners will not result in increased 
saccharin consumption by consumers. 

This order merely extends the interim 
food additive regulation for saccharin 
<21 CFR 121.4001). Accordingly, inflation 
and environmental Impact assessments 
are not required. 

(Bee. 409(d). 73 8Ut. 1787 (21 U8C 348(d)) 
and tinder authority delegated to the Com¬ 
missioner (21 CFR 5.1) (recodification pub¬ 
lished In the Federal Htcnm of June 15. 
1970 (41 FR 24202)) 

Section 121.4001 is amended by revis¬ 
ing paragraph (c) to read as follows: 

§ 121.4001 Saccharin, ammonium sac¬ 
charin, calcium saccharin, and no¬ 
di uni aacrharin. 

• • • *.. • • 

(c> Authority for such use shall expire 
when the Commissioner receives the final 
reports on the ongoing studies in Canada 
and publishes an order on the safety of 
saccharin and Its salts based on those re¬ 
ports and other available data. 

Effective date. This order shall become 
effective on January 7,1977. 

(See 409(d). 72 6tat. 1781 <21 U.8.C. 348 
<<!)>.) 

Dated: December 28. 1976. 

Sherwin Gardner, 

Acting Commissioner of 
Food and Drugs . 

|FR Doc 77-424 Filed I-4-77;8:45 am) 


SUBCHAPTER E—ANIMAL DRUGS. FEEDS, AND 
RELATEO PRODUCTS 

PART 520—ORAL DOSAGE FORM NEW 
ANIMAL DRUGS NOT SUBJECT TO CER¬ 
TIFICATION 

Acetyl Sulfamethoxypyndazine Oral 
Suspension 

The Food and Drug Administration is 
revoking the regulation providing for use 


of acetyl sulfamethoxypyridazine oral 
suspension; effective January 7. 1977. 

Elsewhere In this issue of the Federal 
Register, the Director of the Bureau of 
Veterinary Medicine is withdrawing ap¬ 
proval of new animal drug application 
(NADA) 12-824V filed by Parke. Davis & 
Co., Detroit. MI 48232 for the use of 
acetyl sulfamethoxypyridazine oral sus¬ 
pension in the treatment of dogs and 
cats for sudfa-susceptible bacterial in¬ 
fections. Because aoproval of NADA 12- 
824V is being withdrawn, the correspond¬ 
ing regulation (21 CFR 520.2301 > upon 
which the approval relied is hereby 
revoked. 

(8«c. 512(1), 82 Btftt 347 (21 U S.C. 360(1))) 
and under authority delegated to the Com- 
miJwUoncr of Food and Drugs (31 CFR 5.1) 
and redelegated to the Director of the Bu¬ 
reau of Veterinary Medicine (21 CFR 5.29) 

< recodlAcation published In the Pr.nnuL 
Rxstxnji of Juno 15, 1976 (41 FR 24202)) 

§ 320.2301 | Revoked 1 

Section 520.2301, Acetyl sulfamcthoxy - 
pyridazine oral suspension , is hereby 
revoked. 

Effective date . This order shall be ef¬ 
fective January 7.1977. 

(8ec. 512(1), 82 Stat. 347 (21 U.S.C. 360b(l)).) 

Dated : December 28.1976. 


Fred J. Kingma. 

Acting Director , 
Bureau of Veterinary Medicine 

(FR Doc.77-326 Piled 1-4-77:8:45 am| 

PART 540—PENICILLIN ANTIBIOTIC 
DRUGS FOR ANIMAL USE 

Intramammary Dosage Forms 

Sterile Benzathine Cloxaciluk for 
Intramammary Intusion 

The Food and Drug Administration 
(FDA) approves a supplemental new ani¬ 
mal drug application (NADA 55-069V) 
filed by Beech am Laboratories. Division 
of Beecham. Inc., Bristol, TN 37620, pro¬ 
posing the safe and effective use of a 
sterile benzathine cloxacillin for intra- 
mammary infusion for prevention and 
treatment of mastitis in nonl&ctating 
codvs, in lieu of a previously approved 
nonsterile product. The approval is ef¬ 
fective January 7. 1977. 

Tiie Commissioner of Food and Drugs 
is amending 8 $ 540.814 and 540.814a (21 
CFR 540.814 and 540.814a> to reflect this 
approval. 

Approval of the NADA has not required 
a reevaluation or confirmation of the 
safety and effectiveness data underlying 
the original approval because approval 
will not Increase potential risk of human 
exposure to drug residues. Therefore, this 
approval does not constitute a reaffirma¬ 
tion of the drug's safety and effectiveness. 

(Sec. 512(1). 82 Stat. 347 (21 U.S.C. 360b(l)) ) 
and under authority delegated to the Com¬ 
missioner (21 CFR 5.1) (recodlflcation pub¬ 
lished in the Federal Register of June 15. 
1976 (41 FR 24262)) 

Part 540 is amended as follows: 

1. In 5 540.814 by deleting paragraph 
(c)(2Mii) and (3) (11) and designating 
them •‘reserved.** 


§ 540.814 Benzathine rloiarilUn for in* 
tmmammary infusion. 

• e • • • 

(C) • • • 

( 2 ) • • • 

(U) I Reserved 1. 

(3) • • • 
til) (Reserved!. 

2. In I 540.814a by revising paragraph 
(c) to read as follows: 

g 540.814a Sterile benzathine c loxacillin 
for intraniafiimar> infusion. 


<c) Conditions of marketing —(1H1) 
Specifications . The drug contains benza¬ 
thine cloxacillin equivalent to 500 milli¬ 
grams cloxacillin in each 6 milliliters of 
peanut oil vehicle, and conforms to the 
certification requirements of paragraph 
<a) of this section. 

<U) Sponsor. See No. 000003 in 
4 510.600(0 of this chapter. 

(Ill) Conditions of use. (a) The drug 
is used for treatment of mastltus caused 
by Staphylococcus aureus and Strepto¬ 
coccus agalactiae in dairy cows at the 
time of drying-off of the cow. 

ib) It L* administered aseptically at 
the rate of 6 milliliters per infected quar¬ 
ter immediately after last milking at the 
time of drying-off of the cow. 

(c) For use In dry cow’s only. 

(ef) Not to be used within 30 days of 
calving. 

(c) Milk taken from treated cows 
prior to 72 hours (6 milkings) after calv¬ 
ing must not be used for human food. 

if) Animals infused with this product 
must not be slaughtered for food from 
the time of infusion until 72 hours after 
calving. 

tg) Federal law restricts this drug to 
use by or on the order of a licensed vet¬ 
erinarian. 

(2X1) Specifications. The drug con¬ 
tains benzathine cloxacillin equivalent to 
500 milligrams cloxacillin in each dose, 
and conforms to the certification re¬ 
quirements of paragraph (a) of this 
section. 

(i!> Sponsor. See No. 000029 in 8 510.- 
600(c) of this chapter. 

(ifi) Conditions of use. (o) The drug 
is used for treatment and prophylaxis of 
bovine mastitis in nonlactating cows due 
to Streptococcus agalactiae and Staphy¬ 
lococcus aureus. 

(b) It is administered at one dose per 
infected quarter immediately after last 
milking. 

(O For use in dry cows only. 

(d > Not to be used within 4 weeks <28 
days* of calving. 

(e> Animals infused with this product 
must not be slaughtered for food use for 
4 weeks <28 days) after the latest In¬ 
fusion. 

if) Federal law restricts this drug to 
use by or on the order of a licensed 
veterinarian. 

Effective date. These amendments 
shall be effective January 7, 1977. 
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(Sec. 612(1), 82 Stat. 847 (21 U.8.C. 

30eb(4)).) 

Dated: December 28, 1976. 

Fhkd J. Kingman, 

Acting Director , 

Bur ecu of Veterinary Medicine. 

I TO Doc.77-324 Pllod 1-6-77;8:45 am) 


PART 558—NEW ANIMAL DRUGS FOR 
USE IN ANIMAL FEEDS 

Coumaphos 

The Food and Drug Administration Is 
amending the new animal drug regula¬ 
tion for coumaphos to clarify it: effec¬ 
tive January 7, 1977. 

The regulation for coumaphos is cur¬ 
rently under $ 558.185 (21 CFR 558.185). 
Before recodlfl cation. published In the 
Federal Register of March 27. 1975 (40 
FR 13802), as amended In the Federal 
Register of March 3. 1978 (41 FR 9149). 
the section was designated under } 135c.- 
39 (21 CFR 1350.39). The former I 135e.- 
39(f) contained an incorrect number in 
the amount column of the table, and 
when the section was recodified, an In¬ 
correct reference was Introduced Into 
paragraph (b)(2). This document cor¬ 
rects the incorrect references. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (sec. 512(i>. 82 
Stat. 347 (21 U.8.C. 360b(i))> and un¬ 
der authority delegated to the Commis¬ 
sioner (21 CFR 5.1) (recodiflcation pub¬ 
lished In the Federal Register of June 
15. 1976 (41 FR 24262)), 

§558.185 l Amended J 

Section 558.185. Coumaphos , is 
amended in paragraph (b) (2) by de¬ 
leting the phrase “item 2 of the table" 
and by inserting in its place the phrase 
“paragraph CfXlXii) of this section" 
and In paragraph (f)(1)(H) by deleting 
the number “0.002“ and by Inserting in 
its place the number “0.0002.“ 

Effective date: This amendment shall 
be effective on January 7. 1977. 

(8eo. 512(1). 828Ut. 347 (21 US.C 360b(i)).) 

Dated: December 30. 1976. 

C. D. Van Houwelino. 

Director , Bureau of Veterinary 
Medicine. 

(KB Doc.77-567 Filed 1-6-77:8:45 ftm) 


Title 26—Internal Revenue 

CHAPTER I—INTERNAL REVENUE SERV¬ 
ICE, DEPARTMENT OF THE TREASURY 
SUBCHAPTCR A—INCOME TAX 
ITJ>. 7456| 


PART 1—INCOME TAX; TAXABLE YEARS 
BEGINNING AFTER DECEMBER 31, 1953 


Qualified Joint and Survivor Annuities 


By a notice of proposed rulemaking 
appearing In the Federal Register for 
October 3. 1975 (40 FR 45826), amend- 
men te to the Income Tax Regulations 
(26 CFR Part 1> under section 401(a) 
(11) of the Internal Revenue Code of 
1954. as added by section 1021(a)(1) 


of the Employee Retirement Income Se¬ 
curity Act Of 1974 (Pub. L. 93-406. 88 
Stat. 935) were proposed in order to pro¬ 
vide rules relating to qualified joint and 
survivor annuities. 

A public hearing regarding the pro¬ 
posed regulations was held on February 
26,1976. and, after consideration of com¬ 
ments made orally at this hearing and 
those submitted in writing, the text of 
the proposed regulations has been re¬ 
vised in several respects. 

In addition to several substantive 
changes described below, the organiza¬ 
tion of $1.401(&)-11 has been substan¬ 
tially revised with a view to making It 
more readable. 

In general, section 401(a) (11) of the 
Code requires as a condition for qualifi¬ 
cation of a trust under section 401 that. 
If a plan of which such trust is a part 
provide* for the payment of benefits in 
the form of an annuity, the plan must 
provide for the payment of such benefits 
in the form of a qualified Joint and sur¬ 
vivor annuity in accordance with the 
provisions of such section 401(a) (11). 

The final regulations, like the proposed 
regulations, take the position that stat¬ 
utory Joint and survivor requirements 
are applicable not only to defined benefit 
plans, but also to defined contribution 
(e.g.. profit-sharing) plans which provide 
an optional life annuity form for pay¬ 
ment of benefits. However, the final regu¬ 
lations specifically provide in 4 1.401 
(a)-ll(c) (2) (1) (G) (2) that defined 
contribution plans need not make avail¬ 
able an election to receive an “early sur¬ 
vivor annuity" if the plan provides a sur¬ 
vivor benefit at least equal In value to the 
vested portion of the participant's ac¬ 
count balance. 

Section 1.401 (a)-ll(a) sets forth this 
general rule with respect to any form of 
life annuity. The proposed regulations 
described a “life annuity" as an annuity 
that provides retirement or disability 
payments and requires the survival of the 
participant or his spouse as one of the 
conditions for any payment or possible 
payment under the annuity. The final 
regulations (1-1.401 (a)-11 <b)<!>> fur¬ 
ther define the term “life annuity" to 
exclude ancillary benefits which are not 
treated as normal retirement benefits for 
vesting purposes under section 411(a) 
(9). 

The general rule contained In ft 1.401 
(a)-ll(axi) has been substantially re¬ 
vised from that of the proposed regula¬ 
tions. It describes three plan provisions 
some or all of which are necessary for 
qualification. First, in accordance with 
section 401(aXll> (A) and (B). the plan 
must provide that any participant is en¬ 
titled to receive any benefits available 
to him in a form having the effect of a 
qualified Joint and survivor annuity (as 
defined in $ 1.401(a)-lKb> (2) and Code 
section 401(a) (11) (O) (Hi) > if he: (1) 
Begins to receive payments under a plan 
on or after normal retirement age, (2) 
dies on or after the normal retirement 
age whUe still working for the employer. 
(3) begins to receive payments under a 
plan which provides for payment of bene¬ 


fits before the normal retirement age 
on or after the qualified early retirement 
age (as defined In f 1.401 (a)-ll(b) (4)), 
or (4) separates from service on or after 
the date the normal retirement age (or 
the qualified early retirement age) is at¬ 
tained without having made an election 
(as described in paragraph (c)(1) of this 
section) not to receive such benefits in 
the form of a qualified Joint and survivor 
annuity, and after satisfaction of ellgl- 
bUlty requirements for the payment of 
benefits under the plan (except for any 
plan requirement that there be filed a 
claim for benefits) and thereafter die* 
before beginning to receive such benefits. 

In response to a question presented by 
several comments on the proposed regu¬ 
lations. ft1.401<a>-ll<a) (2) makes it 
clear that a plan will not faU to satisfy 
the Joint and survivor annuity require¬ 
ments merely because It provide* that. If 
the present value of the entire non¬ 
forfeitable benefit of a participant de¬ 
rived from employer contributions at Uio 
time of his separation from service doe* 
not exceed 81.750 (or such smaller 
amount as the plan may specify), the 
benefit will be paid to him in a lump sum. 
This provision solve* a possible conflict 
between the Joint and survivor annuity 
requirements and section 411(a)(7) 
(B) (I) of the Code (relating to minimum 
vesting requirements). 

The term “qualified early retirement 
age" is defined by ft 1.401<a)-ll<b> (4) 
to mean the latest of (1) the earliest 
date, under the plan, on which the par¬ 
ticipant could elect to receive retirement 
benefits. (2) the first day of the 120th 
month beginning before the participant 
reaches normal retirement age, or <3> 
the date on which the participant begins 
participation. “Normal retirement age" 
has the meaning set forth in section 
411(a)(8). 

With respect to a plan which provides 
for payment of benefits before the nor¬ 
mal retirement age, the requirement in 
the proposed regulations to provide a 
qualified joint and survivor annuity was 
significantly broader in the case of a 
participant who begins to receive bene¬ 
fits under the plan prior to the qualified 
early retirement age. 8uch a participant 
was entitled to receive the benefits in 
the form of a qualified Joint and sur- 
would have attained) the early retire- 
vlvor annuity when he attained (or 
ment age. The absence of this require¬ 
ment in tile final regulations is expected 
to facilitate the administration of plans. 

Secondly, in accordance with section 
401(aXllX£>, the plan must allow a 
participant to elect not to receive bene¬ 
fits in the form of a qualified Joint and 
survivor annuity. Third, in accordance 
with section 401<aXHXC). plans that 
provide for the payment of benefits be¬ 
fore the normal retirement age must 
also provide that participants may elect 
payment of an early survivor annuity (as 
defined In ft 1.401(a)-ll(bX3)) should 
they die while in the active service of an 
employer after attaining the qualified 
early retirement age. 
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Section 1.401(a)-ll(c)(1) (11) <B) has 
a rule concerning the making of elections 
by participants who retired after the 
Joint and survivor annuity requirements 
became effective but before regulations 
were issued. 

Section 1.401 (a)-ll(c)a) describes 
the election which all plans must offer, 
the election not to take benefits in the 
form of a qualified Joint and survivor 
annuity. Section 1.401(a)-ll(c) (2) de¬ 
scribes the election which those plans 
which provide for the payment of bene¬ 
fits before normal retirement age must 
offer, the election to have an early sur¬ 
vivor annuity. 

Section 1.401 (a)—11(c) <4> requires the 
plan to allow a participant to revoke any 
election made and make another elec¬ 
tion during the specified election period. 
Section 1.401<a)-ll<c><5) allows a plan 
to permit a surviving spouse to elect to 
have benefits paid in a form other than 
a survivor annuity. If a plan contains 
such an option, the plan administrator 
must furnish to the spouse upon his or 
her written request a written explana¬ 
tion in non-technical language of the 
survivor annuity and any other form of 
payment which may be elected. 

Additional permissible plan provisions 
are set forth tn 9 1.401 (a>-ll<d>. Among 
other things, a plan may provide that, 
as a condition precedent to the payment 
of benefits, a participant must express in 
writing to the plan administrator the 
form In which he prefers benefits to be 
paid and provide all information reason¬ 
ably necessary for the payment of bene¬ 
fits. Tills paragraph also clarifies the 
rules relating to permissible marriage 
requirements. 

Section 1.401 (a)-1 He) explains the 
treatment by the plan of the costs of 
providing qualified Joint and survivor 
annuity or early survivor annuity bene¬ 
fits. In response to questions presented 
in comments on the proposed regula¬ 
tions. the final regulations provide that 
a plan may take into account in any 
equitable manner consistent with gen¬ 
erally accepted actuarial principles ap¬ 
plied on a consistent basis any Increased 
costs resulting from providing such 
benefits. A plan may give a participant 
the option of paying premiums only If it 
provides another option under which an 
out-of-pocket expense by the participant 
is not required. 

These regulations supersede tempor¬ 
ary regulations 9 11.401 (a)-11. published 
In the Federal Register for October 3. 
1975 M0 FR 45810>. 

Adoption or Amendments to the 
Regulations 

On October 3. 1975, notice of proposed 
rulemaking with respect to amend¬ 
ments of the Income Tftx Regulations 
(28 CFR Part 1) under section 401(a) 
(11) of the Internal Revenue Code of 
1954, as added by section 1021(a)(1) of 
the Employee Retirement Income Secu¬ 
rity Act of 1974 (Pub. L. 93M06. 88 SUt. 
935). was published In the Federal Reg¬ 
ister (40 FR 45828). A public hearing 
regarding this notice of proposed rule¬ 


making was held on February 26, 1976. 
and. after consideration of all such rele¬ 
vant matter as was presented by inter¬ 
ested persons regarding the proposed 
rules, certain revisions in 9 1.401(a)-11 
as proposed have been made. Section 1. 
401 (a)-11 of these regulations super¬ 
sedes 9 11.401 (a>-ll of the Temporary 
Income Tax Reguhftions under the Em¬ 
ployee Retirement Income Security Act 
of 1974 (26 CFR Part 11). Section 1.401 
(a) (adopted without change) and 
I 1.401 (a)-11. revised as set forth below, 
are adopted and inserted immediately 
after 9 401-14. 

§ 1.101(a) Suiuiory pro\mon«: re¬ 
quirement* for qualification. 

Sec. 401. Qu alt fled pension, profit-sharing . 
and stock bonus plans —<a) Requirements 
for qualification A trust created or organized 
lit the United State* and forming part of a 
stock bon u», pension, or profit-sharing plan 
of an employer for the exclusive benefit of 
hie employees or their beneficiaries shall con¬ 
stitute a qualified trust under this section— 

(1) If contributions are made to the trust 
by such employer, or employees, or both, or 
by another employer who is entitled to de¬ 
duct his contributions under section 404(a) 
(3) (B) (relating to deduction for contribu¬ 
tions to profit-sharing and stock bonus 
ptana), for the purpose of distributing to 
such employees or their beneficiaries the 
corpus snd income of the fund accumulated 
by the trust in accordance with such plan; 

(2) If under the trust instrument It l* 
Impossible, at any time prior to the satis¬ 
faction of all liabilities with respect to em¬ 
ployees and their beneficiaries under the 
trust, for any pert of the corpus or Income 
to be (within the taxable year or thereafter) 
used for. or diverted to. purposes other than 
for the exclusive benefit of his employees or 
their beneficiaries; 

(3) If the plan of which such trust Is a 
part satisfies the require menu of section 
410 (relating to minimum participation 
standards); and 

(4) If the contributions or benefits pro¬ 
vided under the plan do not discriminate In 
favor of employees who are— 

(A) Officers. 

(B) Shareholders, or 

(C) Highly compensated. 

For purposes of this paragraph, there shall 
be excluded from consideration employees 
described In section 410(b)(2) (A) snd (C) 

(5) A classification shall not be considered 
discriminatory within the meaning of para¬ 
graph (4) or section 410(b) (without regard 
to paragraph (1)(A) thereof) merely be¬ 
cause It excludes employees the whole of 
whose remuneration constitutes ‘'wages” un¬ 
der section 3121(a)(1) (relating to the Fed¬ 
eral Insurance Contributions Act) or merely 
because tt Is limited to salaried or clerical 
employees Neither shall a plan be con¬ 
sidered discriminatory within the meaning 
of auch provisions merely because the con¬ 
tributions or benefiU of or on behalf of the 
employees under the plan bear a uniform 
relationship to the total compensation, or 
the bsstc or regular rate of comoensatUrn. 
of auch employees, or merely because the 
contributions or bene ft U based on that part 
of an emoloyee’a remuneration which is ex¬ 
cluded from “wages” by section 3121(a)(1) 
differ from the contributions or benefiU 
based on employee’s remuneration not so 
excluded, or differ because of any retirement 
benefiU crested under State or Federal law 
For purposes of this paragraph and para¬ 
graph (10). the toUl compensation of an 
Individual who Is an employee within the 


meaning of subsection (c)(1) means such 
individual's earned Income (as defined in 
subsection (c)(2)). snd the basic or regular 
rate of compensation of such an individual 
shall be determined, under regulations pre¬ 
scribed by the Secretary or his delegate, with 
respect to that portion of his earned Income 
which beam the same ratio to his earned 
Income as the basic or regular compensation 
of the employees under the plan bears to 
the total compensation of sucb employees. 
For purposes of determining whether two or 
more plans of an employer satisfy the re- 
qulremenU of paragraph (4) when consid¬ 
ered as a single plan. If the amount of con¬ 
tributions on behnlf of the employees al¬ 
lowed as a deduction under section 404 for 
the taxable year with respect to such plans, 
taken together, bears a uniform relationship 
to the total compensation, or the basic or 
regular rate of compensation, of such em¬ 
ployees. the plans shall not be considered 
discriminatory merely because the rights of 
employees to. or derived from, the employer 
contributions under the separate plans do 
not become nonforfelUble at the same rate. 
For the purposes of determining whether 
two or more plana of an employer satisfy 
the requirements of paragraph (4) when 
considered as a single plan. If the employees’ 
rights to benofits under the separate plans 
do not become nonforfeitable at the same 
rate, but the levels of benefits provided bv 
the separate plans satisfy the requirements 
of regulations prescribed by the Secretary 
or his delegate to take account of the differ¬ 
ences in such rates, the plans shall not be 
considered discriminatory merely because of 
the differences in such rates. 

(6) A plan shall be considered as meeting 
the requirements of paragraph (3) during 
the whole of any taxable year of the plan 
If on one day In each quarter U satisfied 
such requirements. 

(7) A trust shall not constitute a qualified 
trust under this section unless the plan of 
which such trust Is a part satisfies the re¬ 
quirements of section 411 (relating to mini¬ 
mum vesting standards). 

(8) A trust forming part of a pension 
plan shall not constitute a qualified trust 
under this section unless the plan provides 
that forfeitures must not be a nulled to In¬ 
crease the benefiU any employee would 
otherwise receive under the plan. 

(9) In the case of a plan which provides 
contributions or benefits for emulovees 
some or all of whom are emulovees wlthtn 
the meaning of subsection (c)(1). a trust 
forming part of such plsn shall not consti¬ 
tute a Qualified trust under this section un¬ 
less. under the plan, the entire Interest of 
each employee— 

(A) Either will be distributed to him not 
later than hla taxable year In which he at¬ 
tains the age of 70% years, or. In the case of 
sn emDloyee other than an owner-employee 
(as defined tn subsection (c)(3)). tn which 
he retires, whichever Is the later, or 

t B) Will be distributed, commencing not 
Uter than such taxable year. (I) in accord¬ 
ance with regulations prescribed bv the Sec¬ 
retary or his delegate, over the Hfe of such 
emoloyee or over the lives of such emolovee 
snd hla snouse. or (II) tn accordance with 
such regulations over a oerlod not extend¬ 
ing beyond the life expectancy at such em¬ 
ployee or the life expectancy of such em¬ 
ployee and hts spouse. 

A trust shall not be disqualified under this 
psragraoh by reason of distribution* under 
a designation, prior to the date of the en¬ 
actment of this paragraph, by any employee 
under the Plan of which auch truat la a part 
of a method of distribution which does not 
meet the terms of the preceding aentence 

(10) In the case of a plan whic h mo vldes 
contributions or benefit* for employees some 
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or alt of whom a re owner-employees (as de¬ 
nned in subsection (c) (S)) — 

(A) Paragraph (3). the Unit and second 
sentence® of paragraph (ft), and section 410 
shall not apply, but— 

(I) Such plan shall not be considered 
discriminatory within the meaning of para¬ 
graph (4) merely because the contributions 
or benefits of or on behalf of employees under 
the plan bear a uniform relationship to the 
total compensation, or the basic or regular 
rate of compensation, of such employees, 
and 

(il) Such plan shall not be considered dis¬ 
criminatory within the meaning of para¬ 
graph (4) solely because under the plan 
contributions described In subsection (e) 
which are in excess of the amounts which 
may be deducted under section 404 for the 
taxable year may be made on behalf of any 
owner-employee; and 

(B) A trust farming a part of such plan 
shall constitute a qualified trust under this 
nccttoa only If the requirements In sub¬ 
section (d) are also met 

(II) (A) A trust shall not constitute a 
qualified trust under this section If the plan 
of which such trust Is a part provides for 
tbs payment of benefits In the form of an 
annuity unless such plan provides for the 
payment of annuity benefits in a form hav¬ 
ing the effect of a qualified Joint and survivor 
Annuity. 

(B) Notwithstanding the provisions of sub¬ 
paragraph (A). In the case of a plan which 
provides for the payment of benefits before 
the normal retirement sge (as defined (n sec¬ 
tion 411(a)(6)), the plan Is not required to 
provide for the payment of annuity benefits 
in a form having the effect of a qualified 
Joint and survivor annuity during the period 
beginning on the date on which the em¬ 
ployee enters Into the plan as a participant 
and ending on the later of— 

(I) The date the employee reaches the 
earliest retirement age under the plan, or 

(U) The first day of the 120th month 
beginning before the date on which the 
employee reaches normal retirement age. 

(C) A plan described In subparagraph (B) 
does not meet the requirements of subpara¬ 
graph (A) unless, under the plan, a par¬ 
ticipant has a reasonable period during 
which he may elect the qualified Joint and 
survivor annuity form with respect to the 
period beginning on the datj on which the 
period described In subparagraph (B) ends 
and ending on the date on which he reaches 
normal retirement age (as defined in section 
411(a)(8)) If he oontlnues hie employment 
during that period. A plan does not meet the 
requirements of this subparagraph unless. 
In the case of such an election, the payment* 
under the survivor annuity are not lea than 
the payments which would have been made 
under the Joint annuity to which the par¬ 
ticipant would have been entitled If he made 
tui election described in this subparagraph 
Immediately prior to his retirement and If 
hu retirement had occurred on the day be¬ 
fore his death and within the period within 
which an election can be made. 

< D) A plan shall not be treated as not sat¬ 
isfying the requirements of this paragraph 
solely because the spouse of the participant 
Is not entitled to receive a survivor annuity 
(whether or not an election described in 
subparagraph (C) ha been made under sub- 
paragraph (C)) unless the participant and 
his spouse have been married throughout 
the 1-year period ending on the date of such 
participant's death. 

(£) A plan shall not be treated as satis¬ 
fying the requirements of this paragraph un- 
la»s. under the plan, each participant has a 
reasonable period (as described by the Secre¬ 
tary or his delegate by regulations) before 


the annuity starting date during which he 
may elect in writing (after having received a 
written explanation of the terms and condi¬ 
tions of Use Joint and survivor annuity and 
the effect of an election under this subpara¬ 
graph) not to take such Joint and survivor 
annuity. 

(P) A plan shall not be treated as not sat¬ 
isfying the requirements of this paragraph 
solely because under the plan there is a pro¬ 
vision that any election described in sub- 
paragraph (C) or (E), and any revocation 
of any such election, does not become effec¬ 
tive (or ceases to be effective) if the partici¬ 
pant dies within a period (not In excess of 
2 years) beginning on the date of such elec¬ 
tion or revocaUon, as the case may be. The 
preceding sentence does not apply unleu the 
plan provision described In the preceding 
sentence also provides that such an election 
or revocation will be given effect in any cam 
In which— 

(I) The participant dice from accidental 
causes, 

(U) A failure to give effect to the election 
or revocation would deprive the participant's 
survivor of a survivor annuity, and 

(111) Such election or revocation Is made 
before such accident occurred. 

(O) For purposes of this paragraph— 

(I) The term “annuity starting date" 
means the first day of the first period for 
which an amount Is received as an annuity 
(whether by reason of retirement or by rea¬ 
son of disability), 

(II) The term “earliest retirement age** 
means the earliest date on which, under the 
plan, the participant could elect to receive 
retirement benefits, and 

(III) The term “qualified Joint and sur¬ 
vivor annuity" means an annuity for the 
Ufe of the participant with a survivor an¬ 
nuity for the life of his spouse which Is not 
less than one-half of, or greater than, the 
amount of the annuity payable during the 
Joint lives of the participant and his spouse 
and which Is the actuarial equivalent of a 
single life annuity for the Ufe of the par¬ 
ticipant . 

For purposes of this paragraph, a plan may 
take into account in any equitable manner 
(as determined by tho Secretary or his dele¬ 
gate) any Increased costa resulting from pro¬ 
viding joint and survivor annuity benefits. 

(B) This paragraph shall apply only If— 

(I) The annuity starting date did not oc¬ 
cur before the effective date of this para¬ 
graph. and 

(II) The participant wm an active par¬ 
ticipant In the plan on or after such ef¬ 
fective date. 

(12) A trust shall not constitute a quali¬ 
fied trust under this section unless the plan 
of which such trust Is a part provides that 
in the case of any merger or consolidation 
with, or transfer of assets or liabilities to. 
any other plan after the date of the enact¬ 
ment of the Employee Retirement Income 
Security Act of 1974. each participant in the 
plan would (If the plan then terminated) re¬ 
ceive a benefit immediately after the merger, 
consolidation, or transfer which Is equal to 
or greater than the benefit be would have 
been entitled to receive Immediately before 
the merger, consolidation, or transfer (If the 
plan had then terminated). This paragraph 
shall apply In the case of a multtemployer 
plan only to the extent determined by the 
Pension Benefit Ouaranty Corporation. 

(13) A trust shall not constitute a quali¬ 
fied trust under this section unless the plan 
of which such trust is a port provides that 
benefits provided under the plan may not be 
assigned or alienated. For purposes of tho 
precoding sentence, there shall not be taken 
into account any voluntary and revocable 
assignment of not to exceed 10 percent of any 


benefit payment made by any participant 
who 1* receiving benefits under tho plan 
unless the assignment or alienation Is made 
for purposes of defraying plan administra¬ 
tion costa. Far purposes of this paragraph a 
loan made to a participant or beneficiary shall 
not be treated as an assignment or aliena¬ 
tion if such loan is secured by the partic¬ 
ipant's accrued nonforfeitable benefit and Is 
exempt from the tax imposed by section 4075 
(relating to tax on prohibited transactions) 
by reason of section 4975(d)(1). This para¬ 
graph shall take effect on January 1, 1976 
and shall not apply to assignments which 
were Irrevocable on the date of the enact¬ 
ment of the Employee Retirement Income 
Security Act of 1974. 

(14) A trust shall not constitute a quali¬ 
fied trust under this section unless the plan 
of which such trust Is a part provides that, 
unless the participant otherwise electa, the 
payment of benefits under the plan to the 
participant will begin not later than the 
60th day after the latest of the close of the 
plau year In which— 

(A) The date on which the participant 
attains the earlier of age 6ft or the normal 
retirement age specified under the plan. 

(B) Occurs the 10th anniversary of the 
year in which the participant commenced 
participation In the plan, or 

(C) The participant terminates his service 
with the employer. 

In the case of a plan which provides for 
the payment of an early retirement benefit, 
a trust forming a part of such plan shall not 
constitute a qualified trust under this section 
unless a participant who satisfied the service 
requirements for such early retirement bene¬ 
fit. but separated from the service (with any 
nonforfeitable right to an accrued benefit) 
before satisfying the age requirement for such 
early retirement benefit, is entitled upon 
satisfaction of such age requirement to re¬ 
ceive a benefit not less than the benefit to 
which he would be entitled at the normal 
retirement age. actuartally. reduced under 
regulation! prescribed by the Secretary or his 
delegate. 

(15) A trust shall not constitute a quali¬ 
fied trust under this section unless under tho 
plan of which such trust Is a part— 

(A) In the case of a participant or bene¬ 
ficiary who Is receiving benefits under such 
plan, or 

(B) In the case of a participant who Is 
separated from the service and who has non¬ 
forfeitable rights to benefits, 

such benefits are not decreased by reason of 
any Increase in the benefit levels payable 
under title n of the Social 8ccurtty Act or 
any increase In the wage base under such 
title n. If such lncreeao takes place after 
the date of the enactment of the Employee 
Retirement Income Security Act of 1974 or 
(If later) the earlier of the date of first 
receipt of such benefits or the date of such 
separation, as the case may be. 

(16) A trust shall not constitute a quali¬ 
fied trust under this section If the plan 
of which such trust Is a part provides for 
benefits or contributions which cxcoed the 
limitations of section 41ft. 

(17) In the case of a plan which provides 
contributions or benefits for employees some 
or all of whom are employees within the 
meaning of subsection (c)(1) or are share¬ 
holder-employees within the meaning of unc¬ 
tion 1379(d), only if the annual compensa¬ 
tion of each employee taken Into account 
under the plan does not exceed tho first 
6100,000 of such compensation. 

(18) In the case of a trust which is part 
of a plan providing a defined benefit for 
employees some or all of whom are employes* 
within the meaning of subsection (c)(1), 
or are shareholder-employees within the 
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meaning of section 1379(d)* Only If *uch plan 
satisfies the requirement* of aubeecuon (J). 

110) A trust shall not constitute a qualified 
trust under this section if under the plan 
of which such trust is a part any part of a 
participant’s accrued benefit derived from 
employer contributions < whether or not 
otherwise nonforfeitable)* is form table solely 
because of withdrawal by such participant 
of any amount attributable to the benefit 
derived from contributions made by such 
participant. The preceding sentence shall not 
apply to the accrued benefit of any partic¬ 
ipant unless, at the time of such withdrawal, 
such participant has a nonforfeitable right 
to at least 50 percent of such accrued benefit 
(as determined under section 411). The first 
sentence of this paragraph shall not apply to 
the extent that an accrued benefit Is 
permitted to be forfeited in accordance with 
section 4U(a) (3) (D) (ill) (relating to pro¬ 
portional forfeitures of benefit* accrued 
before enactment of the Employee Retire¬ 
ment Income Security Act of 1074. In the 
event of withdrawal of certain mandatory 
contributions). 

Paragraphs (11)* (12). (13). (14). (1ft). and 
(19) shall apply only In the case of a plan to 
which section 411 (relating to minimum 
vesting standards) applies without, regard to 
subsection (c) (2) of such section 

(Sec. 401(a) as amended by sec. 2. Self- 
Employed Individuals Tax Retirement Act. 
1902 (70 Rtat 009); sec 204(b)(1)(A). 

Act of Nov. 13, 1900 (Pnb. L 89-009. 80 Stat. 
1677); by secs. 1012(b). 1010(a) (2». 1021. 
1022(a)* (b)(1), 2001(c). (d)(1). 2001 

(e)(4). 2004(a)(1), Employee Retirement 
Income Security Act, 1974 (88 SUt 913, 
929. 93ft. 938. 930. 952. 963. 966, 979) | 

§ 1*401 (a)—l 1 Qualified joint and Mir- 
vivor annuities*. 

fa) General rule—<1) Required pro- 
visions. A trust, to which section 411 
(relating to minimum testing standards) 
applies without regard to section 411 <e> 
(2). which is a part of a plan providing 
for the payment of benefits in any form 
of a life annuity (as defined in paragraph 
(b> (1) of this section), shall not consti¬ 
tute a qualified trust under section 401 
f a> (11) and this section unless such plan 
provides that: 

(i) Unless the election provided in 
paragraph (c)(1) of this section has 
been made, such benefits will be paid in 
a form having the effect of a qualified 
joint suid survivor annuity (as defined 
in paragraph <b)<2> of this section) 
with respect to any participant who— 

(A) Begins to receive payments under 
such plan on or after the date the normal 
retirement age is attained, or 

<B) Dies <on or after the date the nor¬ 
mal retirement age is attained > while in 
active service of the employer maintain¬ 
ing the plan, or 

(C) In the case of a plan which pro¬ 
vides for the payment of benefits before 
the normal retirement age. begins to re¬ 
ceive payments under such plan on or 
after the date the qualified early retire¬ 
ment age (as defined in paragraph <b) 
<4> of this section) is attained, or 

(D) Separates from service on or after 
the date the normal retirement age (or 
the qualified early retirement age) is at¬ 
tained and after satisfaction of eligibility 
requirements for the payment of benefits 
under the plan (except for any plan 
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requirement that there be filed a claim 
for benefits) and thereafter dies before 
beginning to receive such benefits: 

(ii> Any participant may elect, as pro¬ 
vided in paragraph fcXl) of this sec¬ 
tion. not to receive such benefits in the 
form of a qualified Joint and survivor 
annuity: and 

(fiii If the plan provides for the pay¬ 
ment of benefits before the normal re¬ 
tirement age, any participant may elect, 
as provided in paragraph <cX2) of this 
section, that such benefits be payable as 
an early survivor annuity (as defined in 
paragraph (b)(3) of this section > upon 
hts death in the event that he— 

(A) Attains the qualified early retire¬ 
ment age (as defined in paragraph (b> 
(4) of this section), and 

iB> Dies on or before the day normal 
retirement age is attained while em¬ 
ployed by an employer maintaining the 
plan. 

(2) Certain cash-outs. A plan will not 
fail to satisfy the requirements of sec¬ 
tion 401(a) (11) and this section merely 
because it provides that if the present 
value of the entire nonforfeitable bene¬ 
fit derived from employer contributions 
of a participant at the time of his sepa¬ 
ration from service does not exceed $1,750 
(or such smaller amount as the plan may 
specify), such benefit w’ill be paid to him 
in a lumpsum. 

(3) Illustrations. The provisions of 
subparagraph (1) of this paragraph may 
be illustrated by the following examples: 

Exempt* (1). Tbe X Corporation Defined 
Contribution Plan woe established In I960. 
Am In effect on January 1. 1974, the plan pro¬ 
vided that, upon hts retirement, a partici¬ 
pant could elect to receive the balance of his 
individual account in the form of (1) a 
lump-sum cash payment, (2) a lump-sum 
distribution conateting of X Corporation 
stock, (3) five equal annual cash payments. 
(4) a life annuity, or (6) a combination of 
options (l) through (4). The plan also pro¬ 
vided that, if a participant did not elect an¬ 
other form of distribution, the balance of 
his individual account would be distributed 
to him In the form of a lump-sum cash pay¬ 
ment upon hU retirement Assume that sec¬ 
tion 401(a) (11) and this section became ap¬ 
plicable to the plan as of ttn plan year begin¬ 
ning January 1, 1076, with respect to per¬ 
sons who were active participants in the plan 
sa of such dale (see paragraph if) of this 
section). Unless the X Corporation Defined 
Contribution Plan either discontinues the 
life annuity payment option or Is amended 
to provide that the balance of a partici¬ 
pant's individual account will be paid to him 
in a form having the effect of a qualified Joint 
and survivor annuity exoept to the extent 
that the participant elect* another form of 
benefit payment, the trust established under 
the plan will fall to qualify under section 
401(a). 

Example (2). The Y Corporation Retire¬ 
ment Plan provides that plan benefits are 
payable only in the form of a life annuity 
and al*o provides that a participant may re¬ 
tire before the normal retirement age of 66 
and receive a benefit If he has completed 30 
years of service. Under this plan, an employee 
who begins employment at the age of 18 
will be eligible to receive retirement benefits 
at the age of 48 if he then has 30 yearn of 
service. This plan must allow a participant 
to elect In the time and manner prescribed 
in paragraph (c) (2) of this section an early 


survivor annuity (defined in paragraph (bi 
(3) of this section) to be payable on the 
death of the participant ir death occurs while 
the participant is in active service for the 
employer maintaining the plan and on or 
after the date the participant reaches the 
qualified early retirement uge of 66 (the 
later of the date the participant reaches 
the earliest retirement age (age 48) or 10 
years before normal retirement age (age 66) I 
but before the day after the day the partici¬ 
pant reaches normal retirement age (age 65) 
Example (3). Assume the same facta as in 
Example (2). A. B. and C began employment 
with Y Corporation when they each attained 
age 18. A retires and begins to receive benefit 
payments at age 48 after completing 30 year- 
of service. The plan la not required to pay a 
qualified Joint and survivor annuity to A 
and his spouse at any time. B does not elect 
an early survivor annuity at age 56. but re¬ 
tires at age 57 after completing 39 years of 
service. Unleas B makes an election under 
subparagraph (1)(11) of this paragraph, the 
plan is required to pay a qualified Joint and 
survivor annuity to B and hte spouse C 
makes no elections described in subpara¬ 
graph (1) of this paragraph, and dlea while 
in active service at age 66 after completing 
48 years of service. The plan is required to 
pay a qualified survivor annuity to Ci 
spouse. 

(b) Definitions. As used in this sec¬ 
tion— (1) Life annuity. <i> The term "life 
annuity" means an annuity that provides 
retirement payments and requires the 
survival of the participant or his spouse 
as one of the conditions for any payment 
or possible payment under the annuity 
For example, annuities that make pay¬ 
ments for 10 years or until death, which¬ 
ever occurs first or whichever occurs last 
are life annuities. 

(ii) However, the term “life annuity” 
does not include an annuity, or that por¬ 
tion of an annuity, that provides those 
benefits which, under section 411(a)(9). 
would not be taken into account in the 
determination of the normal retirement 
benefit or early retirement benefit. For 
exAtnple, "social security supplements'* 
described in the third sentence of section 
411(a)(9) are not considered to be life 
annuities for the purposes of this section 
whether or not an earlv retirement bene¬ 
fit is provided under the plan. 

(2) Qualified joint and surviix>r an¬ 
nuity. The term "qualified Joint and sur¬ 
vivor annuity" means an annuity for the 
life of the participant with a survivor 
annuity for the life of his spouse which 
is neither (1) less than onc-half of. nor 
(h) greater than, the amount of the 
annuity payable during the Joint lives 
of the participant and his spouse. For 
purposes of the preceding sentence 
amounts described in f 1 401(a)-lKb» 
(lXil) may be disregarded. A qualified 
joint and survivor annuity must be at 
least the actuarial equivalent of the nor¬ 
mal form of life annuity or. if greater, 
of any optional form of life annuity of¬ 
fered under the plan. Equivalence may be 
determined, on the basis of consistently 
applied reasonable actuarial factors, for 
each participant or for all participants 
or reasonable groupings of participant , 
if such determination does not result in 
discrimination in favor of employees who 
are officers, shareholders, or highly com¬ 
pensated. An annuity is not a qualified 
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joint and survivor annuity if payments 
to the spouse of a deceased participant 
are terminated, or reduced, because of 
such spouse’s remarriage. 

(3) Early survivor annuity. The term 
“early survivor annuity” means an an¬ 
nuity for the life of the participant's 
spouse the payments under which must 
not be less than the payments which 
would liave been mode to the spouse un¬ 
der the joint and survivor annuity if the 
participant had made the election de¬ 
scribed in paragraph (c>(2> of this 
section immediately prior to his retire¬ 
ment and if his retirement had occurred 
on the day before his death and within 
the period during which an election can 
be made under such paragraph (c)(2). 
For example, if a participant would be 
entitled to a single life annuity of $100 
per month or a reduced amount under 
a qualified joint and survivor annuity of 
$30 per month, his spouse is entitled to 
a payment of at least $40 per month. 
However, the payments may be reduced 
to reflect the number of months of cover¬ 
age under the survivor annuity pursuant 
to paragraph (e) of this section. 

(4) Qualified early retirement age. The 
term ’'qualified early retirement age” 
means the latest of— 

(1) The earliest date, under the plan, 
on which the participant could elect 
(without regard to any requirement that 
approval of early retirement be obtained) 
to receive retirement benefits (other 
than disability benefits). 

<ll) Hie first day of the 120th month 
beginning before the participant reaches 
normal retirement age, or 

(ill) The date on which the partic¬ 
ipant begins participation. 

(5) Normal retirement age. The term 
normal retirement age" has the mean¬ 
ing set forth In section 411(a) (8). 

(6) Annuity starting date . The term 
"annuity starting date” means the first 
day of the first period with respect to 
which an amount is received as a life 
annuity, whether by reason of retire¬ 
ment or by reason of disability. 

(7) Day. The term "day” means a cal¬ 
endar day. 

(c) Elections —(1) Election not to take 
joint and survivor annuity form —(D In 
general. (A) A plan shall not be treated 
as satisfying the requirements of this 
section unless it provides that each par¬ 
ticipant may elect, during the election 
period described in subdivision (ii> of 
this subparagraph, not to receive a 
qualified Joint and survivor annuity. 
However. If a plan provides that a qual¬ 
ified Joint and survivor annuity is the 
only form of benefit payable under the 
Plan with respect to a married partici¬ 
pant. no election need be provided. 

<B> The election shall be in writing 
and clearly indicate that the participant 
is electing to receive all or. if permitted 
by the plan, part o? his benefits under 
the plan in a form other than that of a 
qualified Joint and survivor annuity. A 
plan will not fail to meet the require¬ 
ments of tills section merely because the 
plan requires the participant to obtain 
the written approval of his spouse in 


order for the participant to make this 
election or if the plan provides that such 
approval is not required. 

(ii) Election period . (A) For purposes 
of the election described in paragraph 
(cXIXi) of this section, the plan shall 
provide an election period which shall 
include a period of at least 90 days fol¬ 
lowing the furnishing of all of the ap¬ 
plicable information required by sub- 
paragraph (3) (i) of this paragraph and 
ending prior to commencement of bene¬ 
fits. In no event may the election period 
end earlier than the 90th day before 
the commencement of benefits. Thus, 
for example, the commencement of bene¬ 
fits may be delayed until the end of such 
election period because the amount of 
payments to be made to a participant 
cannot be ascertained before the end of 
such period; see f 1.401 (a)-14(d). 

If a participant makes a request for 
additional information as provided In 
subparagraph (3) (111) of this paragraph 
on or before the last day of the election 
period, the election period shall be ex¬ 
tended to the extent necessary to Include 
at least the 90 calendar days Immedi¬ 
ately following the day the requested 
additional Information is personally de¬ 
livered or mailed to the participant. Not¬ 
withstanding the immediately preceding 
sentence, a plan may provide in cases 
in which the participant has been fur¬ 
nished by mail or personal delivery all 
of the applicable information required 
by subparagraph (3) (I) of this para¬ 
graph, that a request for such additional 
information must be made on or before a 
date which Is not less than 60 days from 
the date of such mailing or delivery; and 
if the plan does so provide, the election 
period shall be extended to the extent 
necessary to include at least the 60 cal¬ 
endar days following the day the re¬ 
quested additional information is per¬ 
sonally delivered or mailed to the 
participant. 

(B) In the case of a participant in a 
plan to which this subparagraph applies 
who separated from service after section 
401(a) (11) and this section became ap¬ 
plicable to such plan with respect to such 
participant, and to whom an election 
required by this subparagraph has not 
been previously made available (and will 
not become available In normal course), 
the plan must provide an election to 
receive the balance of his benefits (prop¬ 
erly adjusted, if applicable, for payments 
received, prior to the exercise of such 
election, in the form of a qualified Joint 
and survivor annuity) in a form other 
than that of a qualified Joint and sur¬ 
vivor annuity. The provisions of para¬ 
graph (c) (1) (ii) (A) shall apply except 
that in no event shall the election period 
end before the 90th day after the date 
on which notice of the availability of 
such election and the applicable infor¬ 
mation required by subparagraph (3X1) 
of this paragraph is given directly to the 
participant. If such notice and Informa¬ 
tion is given by mall, it shall be treated 
as given on the date of mailing. If such 
participant has died, such election shall 
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be made available to such participant's 
personal representative. 

(2) Election of early survivor annu¬ 
ity—<l) In general. <A> A plan described 
in paragraph faXIXlii) of this section 
shall not be treated as satisfying the 
requirements of this section unless it 
provides that each participant may 
elect, during the period described in sub¬ 
division (ii> of this subparagraph, an 
early survivor annuity as described in 
paragraph (aXIXlii) of this section. 
Breaks in service after the participant 
has attained the qualified early retire¬ 
ment age neither invalidate a previous 
election or revocation nor prevent an 
election from being made or revoked dur¬ 
ing the election period. 

(B) The election shall be in writing 
and clearly indicate that the partici¬ 
pant is electing the early survivor annu¬ 
ity form. 

(C) A plan is not required to provide 
an election under this paragraph if— 

(f> The plan provides that an early 
survivor annuity is the only form of 
benefit payable under the plan with re¬ 
spect to a married participant who dies 
while employed by an employer main¬ 
taining the plan, or 

(2) In the cose of a defined contribu¬ 
tion plan, the plan provides a survivor 
benefit at least equal in value to the 
vested portion of the participant's ac¬ 
count balance, with respect to a partici¬ 
pant who dies while in active service 
with an employer maintaining the plan. 

(ii) Election period. (A) For purposes 
of tiie election described in paragraph 
(CX2X1) of this section the plan shall 
provide an election period which, ex¬ 
cept as provided In the following sen¬ 
tence. shall begin not later than the 
later of either the 90th day before a 
participant attains the qualified early 
retirement age or the date on which 
his participation begins, and shall end 
on the date the participant terminates 
his employment. If such a plan contains 
a provision that any election made under 
this subparagraph does not become ef¬ 
fective or ceases to be effective if the 
participant dies within a certain period 
beginning on the date of such election, 
the election period prescribed in this 
subdivision (ii) shall begin not later 
than the later of (I) a date which is 
90 days plus such certain period before 
the participant attains the qualified 
early retirement age or (2) the date on 
which his participation begins. For ex¬ 
ample. if a plan provides that an elec¬ 
tion made under tills paragraph does 
not become effective if the participant 
dies less tlian 2 years after the date of 
such election, the period for making an 
election under this paragraph must be¬ 
gin not later than the later of (1) 2 
years and 90 days before the participant 
attains the qualified early retirement 
age, or (2) the date on which his par¬ 
ticipation begins. However, the election 
period for an individual who was an 
active participant on the date this sec¬ 
tion became effective with regard to tiie 
plan need not begin earlier than such 
effective date. 
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<B> In the case of a participant in a 
plan to which this subparagraph applies 
who dies after section 401(aHIl) and 
this section became applicable to such 
plan with respect to such participant and 
to whom an election required by this 
subparagraph has not been previously 
made available, the plan must give the 
participant's surviving spouse or. If dead, 
such spouse's personal representative the 
option of electing an early survivor an¬ 
nuity. The plan may reduce the surviv¬ 
ing spouse's annuity to take into account 
any benefits already received. The period 
for making such election shall not end 
before the 90th day after the date on 
which written notice of the availability 
of such election and applicable informa¬ 
tion required by subparagraph «3)<i) of 
this paragraph is given directly to such 
surviving spouse or personal representa¬ 
tive. If such notice and information is 
given by mad. it shall be treated as given 
on the date of mailing. 

<3> Informatiort to be provided by plan 
administrator . (I) A plan which is re¬ 
quired to provide either or both of the 
elections described in paragraph (c) (1) 
or (2) of this section must provide to the 
participants, at the time and in the man¬ 
ner specified in subdivision (11) of this 
subparagraph, the following informa¬ 
tion. as applicable to the plan, in written 
nontechnical language: 

<A) In the case of the election de¬ 
scribed in paragraph (c)<l) of this sec¬ 
tion. a general description or explana¬ 
tion of the qualified joint and survivor 
annuity, the circumstances In which it 
will be provided unless the participant 
has elected not to have benefits provided 
in that form, and the availability of such 
election; 

<B> In the case of the election de¬ 
scribed in paragraph <c)<2) of this sec¬ 
tion. a general description of the early 
survivor annuity, the circumstances 
under which it will be paid if elected, and 
the availability of such election ; and 

<C) A general explanation of the rela¬ 
tive financial effect on a participant's 
annuity of either or both elections, as the 
case may be. 

Various methods may be used to explain 
such relative financial effect. With re¬ 
gard to a qualified joint and survivor 
annuity, they Include; information as to 
the benefits the participant would re¬ 
ceive under the qualified Joint and sur¬ 
vivor annuity stated as an arithmetic or 
percentage reduction from a single life 
annuity; a table showing the difference 
between a straight life annuity and a 
qualified Joint and survivor annuity in 
terms of a reduction in dollar amounts; 
a table showing a percentage reduction 
from the straight life annuity or. in 
the case of a profit-sharing plan, an ap¬ 
proximate dollar amount reduction. The 
notice and explanation required by this 
subdivision <!> must also Inform the par¬ 
ticipants of the availability of the addi¬ 
tional information specified in subdivi¬ 
sion (ill) of this subparagraph and how 
tiiey may obtain such information. 

<il) The method or methods used to 
provide the information described in 
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subdivision <0 of this subparagraph may 
vary. 8ee § 1.7476-2<c) U> for examples 
of methods which can be used. One or 
more methods may be used to provide 
the required information provided that 
all of the required information is pro¬ 
vided by one method or a combination 
of methods by or within the time period 
specified in this subdivision (ii). If mail 
or personal delivery is used. then, 
whether or not the Information has been 
previously provided, there must be a 
mailing or personal delivery of the infor¬ 
mation by such time as to reasonably 
assure that It will be received on or about: 
(1 ) in the case of a plan which does not 
provide for the payment of benefits be¬ 
fore the normal retirement age. the date 
which Is 9 months before the partici¬ 
pant attains normal retirement age; (2) 
in the case of a plaq which provides for 
tire payment of benefits before the nor¬ 
mal retirement age and which is re¬ 
quired to provide the election described 
in paragraph (c)(2) of this section 
< whether or not it is also required to 
provide the election described in para¬ 
graph <c)(l) of this section), the date 
which is 90 days before the latest date 
prescribed by paragraph <c) <2> <ii) (A) 
for the beginning of the election period 
for the early survivor annuity; or i 3) 
in the case of a plan which provides for 
the payment of benefit* before the nor¬ 
mal retirement age and which is required 
to provide only the election described in 
paragraph (c) (1) of this section, the date 
which is nine months before the partici¬ 
pant attains the qualified early retire¬ 
ment age; except that in the case of a 
plan described In (2) or (3). if the quali¬ 
fied early retirement age is the date the 
participant begins participation in the 
plan, the information may be provided on 
or about such date. If a method other 
than mall or personal delivery is used to 
provide participants with some or all of 
such Information. It must be a method 
which Is reasonably calculated to reach 
the attention of a participant on or about 
the date prescribed in the Immediately 
preceding sentence and to conttnue to 
reach the attention of such participant 
during the election period applicable to 
him for which the Information Ls being 
provided (as, for example, by permanent 
posting, repeated publication, etc.). 

(Hi) The plan administrator mast fur¬ 
nish to ft particular participant, upon a 
timely written request, a written expla¬ 
nation in nontechnical language of the 
terms and conditions of the qualified 
joint and survivor annuity and the finan¬ 
cial effect upon the particular partici¬ 
pant's annuity of making any election 
under this paragraph. Such financial 
effect shall be given in terms of dollars 
per annuity payment; and in the case of 
a defined contribution plan, the projected 
annuity for a particular participant may 
be based on his account balance as of the 
most recent valuation date. The plan 
administrator need not comply with 
more than one such request made by a 
particular participant. This explanation 
must be personally delivered or mailed 
(first class mail, postage prepaid) to the 
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participant within 30 days from the date 
of the participant s written request. 

(4) Election is revocable . A plan to 
which this section applies must provide 
that any election made under this para¬ 
graph may be revoked in writing during 
the specified election period, and that 
after such election has been revoked, an¬ 
other election under this paragraph may 
be made during the specified election 
period. 

(5) Election by surtHving spouse. A 
plan will not fall to meet the require¬ 
ments of section 401 (a) (11) and this sec¬ 
tion merely because It provides that the 
spouse of a deceased participant may 
elect to have benefits paid in a form 
other than a survivor annuity. II the 
plan provides that such a spouse may 
make such an election, the plan admin¬ 
istrator must furnish to this spouse 
within a reasonable amount of time after 
a written request has been made by this 
spouse, a written explanation In non¬ 
technical language of the survivor 
annuity and any other form of payment 
which may be selected. This explanation 
must state the financial effect (In terms 
of dollars) of each form of payment A 
plan need not respond to more than one 
such request. 

(d) Permissible additional plan provi¬ 
sions —<1> In oeneraL A plan will not fail 
to meet the requirements of section 401 
(a) (11) and this section merely because 
it contains one or more of the provisions 
described In paragraph (d> (2) through 
<4) of tliis section. 

<2) Claim for benefits . A plan may 
provide that as a condition precedent to 
the payment of benefits, a participant 
mast express in writing to the plan ad¬ 
ministrator the form In which he pre¬ 
fers benefits to be paid and provide all 
the information reasonably necessary for 
the payment of such benefits. However, 
if a participant files a claim for benefits 
with the plan administrator and provide* 
the plan administrator with all the in¬ 
formation necessary for the payment of 
benefits but does not indicate a prefer¬ 
ence as to the form for the payment of 
benefits, benefits must be paid In the 
form of a qualified Joint and survivor 
annuity If the participant has attained 
the qualified early retirement age unless 
such participant has made an effective 
election not to receive benefits in such 
form. For rules relating to provisions in 
a plan to the effect that a claim for bene¬ 
fits must be filed before the payment of 
benefits will commence, sec fl 1.401 (a)- 
14. 

(3> Marriaoc requirements. A plan 
may provide that a Joint and survivor 
annuity will be paid only if— 

<i) The participant and his spouse 
have been married to each other 
throughout a period (not exceeding one 
year) ending on the annuity starting 
date. 

<ii> The spouse of the participant is 
not entitled to receive a survivor annu¬ 
ity (whether or not the election de¬ 
scribed in paragraph (c) (2) of this sec¬ 
tion has been made) unless the partici¬ 
pant and his spouse have been married 
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to each other throughout a period (not 
exceeding one year) ending on the date 
of such participant's death. 

Ull> The same spouse must satisfy the 
requirements of subdivisions (1) and (11) 
of this subparagraph. 

(iv) The participant must notify the 
plan administrator (as defined by section 
414(g)) of his marital status within any 
reasonable time period specified in the 
plan. 

Effect of participant's death on an 
election or rei>ocation of an election tin- 
der paragraph (c). A plan may provide 
that any election described in paragraph 
(c> of this section or any revocation of 
any such election does not become ef¬ 
fective or ceases to be effective if the 
participant dies within a period, not in 
excess of 2 years, beginning on the date 
of such election or revocation. However, 
a plan containing a provision described 
in the preceding sentence shall not 
satisfy the requirements of this section 
unless it also provides that any such elec¬ 
tion or any revocation of any such elec¬ 
tion will be given effect in any case in 
which— 

(1> Hie participant dies from acciden¬ 
tal causes. 

ill) A failure to give effect to the elec¬ 
tion or revocation would deprive the par¬ 
ticipant's survivor of a survivor annuity. 

and 

<lli> Such election or revocation is 
made before such accident occurred. 

(e) Costs of providing qualified joint 

and survivor annuity form or early sur¬ 
vivor annuity form . A plan may take into 
account in any equitable manner con¬ 
sistent with generally accepted actuarial 
principles applied on a consistent basis 
any Increased costs resulting from pro¬ 
viding qualified joint and survivor annu¬ 
ity and early survivor annuity benefits. 
A plan may give a participant the option 
of laying premiums only if it provides 
another option under which an out-of- 
[>ocket expense by the participant is not 
required. / 

(f) Application and effective date. Sec¬ 
tion 401(a) (11) and this section shall 
apply to a plan only with respect to plan 
years beginning after December 31, 1075. 
and shall apply only if— 

(l > The participant's annuity starting 
date did not fall within a plan year be¬ 
ginning before January 1, 1976. and 

(2) The participant was an active par¬ 
ticipant In the plan on or after the first 
day of the first plan year beginning after 
December 31.1975. 

For purposes of tills paragraph, the 
term “active participant" means a par¬ 
ticipant for whom benefits are being ac¬ 
crued under the plan on his behalf (in 
the case of a defined benefit plan), the 
employer is obligated to contribute to or 
under the plan on hit belialf (In the case 
of a defined contribution plan other 
titan a profit-sharing plan), or the em¬ 
ployer ei tlier is obligated to contribute 
to or under the plan on his behalf or 
would have been obligated to contribute 
to or under the plan on his behalf if any 
contribution were made to or under the 
Plan (in the case of a profit-sharing 


If benefits under a plan are provided by 
the distribution to the participants of in¬ 
dividual annuity contracts, the annuity 
starting date will be considered for pur¬ 
poses of this paragraph to fall within a 
plan year beginning before January 1. 

1976. with respect to any such individual 
contract that was distributed to the par¬ 
ticipant during a plant year beginning 
before January 1. 1976, if no premiums 
are paid with respect to such contract 
during a plan year beginning after De¬ 
cember 31. 1975. In the case of individ¬ 
ual annuity contracts that are distrib¬ 
uted to participants before July 1, 1977. 
and which contain an option to provide 
a qualified Joint and survivor annuity, 
the requirements of this section will be 
considered to have been satisfied if. not 
later than July 1. 1977. holders of in¬ 
dividual annuity contracts who are par¬ 
ticipants described in the first sentence 
of this paragraph are given an oppor¬ 
tunity to have such contracts amended^ 
so as to provide for a qualified joint and^ 
survivor annuity in the absence of a 
contrary election, within a period of not 
less than one year from the date such 
opportunity was offered. In no event, 
however, shall the preceding sentence 
apply with respect to benefits attribu¬ 
table to premiums paid after June 30. 

1977. 

(Seen 401(a) (II). 7605 Internal Revenue 
Code of 1954. (86 Stat. 835. G8A Stat 817; 
(26 UAC. 401 (a) (1 X ). 7805))) 

Donald C. Alexander. 

Commissioner of Internal Revenue. 

Approved ; January 3. 1977. 

Charles M. Walker, 

Assistant Secretary of the Treas¬ 
ury. 

I PR Doc 77-588 Piled 1-4-77; I :i6 pm| 
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PART 7—TEMPORARY INCOME TAX REG¬ 
ULATIONS UNDER THE TAX REFORM 
ACT OF 1976 

Various Elections 

This document contains temporary In¬ 
come tax regulations (26 CFR Part 7) 
under various sections of the Internal 
Revenue Code of 1954 and the Tux Re¬ 
form Act of 1976. to provide the manner 
and time for making various elections 
contained in the Tax Reform Act of 1976 
(90 Stat. 1520). 

The Tax Reform Act of 1976 contains 
a number of provisions in which taxpay¬ 
ers are permitted to make elections. In 
order to provide immediate guidance to 
taxpayers, this regulation provides the 
manner in which many of the elections 
contained in the Act are to be made. 

Adoption of Regulations 
In order to prescribe temporary regu¬ 
lations. which shall remain in force and 
effect until superseded by permanent 
regulations, relating to the manner of 
making certain elections provided by the 
Tax Reform Act of 1976, the following 
regulations are hereby adopted: 

§ 7.0 Varioa* election* under the Tax 
Reform Act of 1976. 

(a) Elections covered by temporary 
rules . The sections of the Internal Reve¬ 
nue Code of 1954. or of the Tax Reform 
Act of 1976. to which this section applies 
and under which an election or notifi¬ 
cation may be made pursuant to the pro¬ 
cedures described in paragraphs (b> and 
(d> are as follows: 


f+clion 

OMcriptitm of rtoettoa 

Availability of election 


(1) 1st category 


l<ff(o) erf code. 

172(b) fc) (E) of coda 
191(b) of code.. 

8nli»tanliany rehabilitated historic property 

. Forego of carryback period. 

Amortization of certain rehabilitation espen- 

Additions U> capital account occurring after 
June 80,1976. and IWoor July 1.1981. 

Any laod’le yiar rudtng after Deo. 31, 1975. 
Additions to capital account occurring after 

I02<» (4)(L) of code.. 

4 MM of rode_ 

812(b) (*> of cod*_ 

81® A of cod* 

K£V(d>(2>ofcod* 

ditUTM. 

Lump Him diMri buttons from qualified 
PMR. 

Ltrcslock sold on account of drought . . . 

Forego of carryback period by life insurance 
companiHL 

t onticuous country branch** of damns*to 
tile i nxuraor* com pante*. 

Forego of carryback period by mutual to. 

June 14 1974, and before June 15. I«il. 
r>it*tr1 button* and payment* maib after Dec. 
31. 1975, tn In canto year* beginning aftit 
such date. 

Any taxable year beginning after Per. 31.UC5. 
Any taxable year ending after Dae. 31. 1VT6. 

All taiable year* beginning after Pec. 31, IV7S 

Any tat aide year ending after Pec. 31, 1775 

911(c) of cod* 

annuo* <wnpiiilu 

Foregoing of benefits of me. 911.. 

Ail tat aide years beginning after l toe. 31,1R7S # 


(2) M category 


166(d) of code. 

528(c)(1) (K) ofeod#* 
1067 of code 

AmartltaUen of railmatl grading and tunnel 
bong. 

.. Certain homoowmn awietaUon*. 

Transfer to foreign tru*u etc . _ _. 

AU utaMe years beg Lining after Poe. 31,1774 • 

Do. 

Any transfer of property alter <>ct. 2. 1975. 

6013(A) cod*. 

6013(b) of code. 

. Joint return for uonrraidcnt alien.. 

Joint return fur year lit wtitoli non rtvu dent 
alien heroine* mndant 

All lacalde years ending ou or after Itoe. 31, 
1775, 

I>0. 

(b) Time for making election or serv - which the election is required to be made 
ing notice —(1) Category (i). A taxpayer or for the taxable year selected by the 


may make an election under any section taxpayer when the choice of the taxable 
referred to In paragraph (a)(1) of this year is optional. The election must be 
section for the first taxable year for made by the later of the time, including 


FEDERAL REGISTER. VOl 42. NO 5—FRIDAY, JANUARY 7 t 1 977 




























1470 


RULES AND REGULATIONS 


extensions thereof, prescribed by law for 
filing income tax returns for such tax¬ 
able year or March 8. 1077. 

(2) Category (2). A taxpayer may 
make an election under any section re¬ 
ferred to in paragraph (a)(2> for the 
first taxable year for which the election 
is allowed or for the taxable year selected 
by the taxpayer when the choice of the 
taxable year is optional. The election 
must be made <0 for any taxable year 
ending before December 31. 1976. for 
which a return has been filed before 
January 31. 1977. by filing an amended 
return, provided that the period of lim¬ 
itation for filing claim for credit or re¬ 
fund of overpayment of tax. determined 
from the time the return was filed, has 
not expired or (ii) for all other years by 
filing the income tax return for the year 
for which the election is made not later 
than the time, including extensions 
thereof, prescribed by law for filing in¬ 
come tax returns for such year. However, 
an organization which has its exempt 
status under section 501(a) of the Code 
revoked for any taxable year and which 
is described in section 528 of the Code, 
may make an election under section 528 
(c> (1) (E) of the Code for such year, be¬ 
fore the expiration of the period for fil¬ 
ing claim for credit or refund of over¬ 
payment of tax. 

(c) Certain other elections . The elec¬ 
tions described in this paragraph shall 
be made in the manner and within the 
time prescribed herein and in paragraph 

(d) of this section. 

(1) The following elections under the 
Tax Reform Act of 1976 shall be made: 

(I) 8ec. 207(e) (3) of Act; change from 
atatic value method of accounting; all tax¬ 
able years beginning after December 31, 1976. 

by filing Form 3115 with the National 
Office of the Internal Revenue Service 
before October 5,1977. 

(U) 8ec. 604 of Act; travel expenses of 
State legislators; all taxable years beginning 
before January 1, 1976. 

by filing an amended return for any tax¬ 
able year for which the period for assess¬ 
ing or collecting a deficiency has not ex¬ 
pired before October 4, 1976. by the last 
day for filing a claim for refund or credit 
for the taxable year but in no event shall 
such day be earlier than October 4. 1977. 

(til) Sec. 804(a) (2) of Act; retroactive ap¬ 
plication* of amendment* to property de¬ 
scribed in section 50(a) of Code; certain tax¬ 
able year* beginning before January 1, 1975- 

by filing amended returns before Octo¬ 
ber 5. 1977. for all taxable years to which 
applicable for which the period of limi¬ 
tation for filing claim for credit or re¬ 
fund for overpayment of tax has not 
expired. 

(Iv) Sec. 1606(d) (2) of Act; election as a 
result of determination as defined in sec¬ 
tion 860(c) of the Code; determinations 
made after October 4. 1976. 

by filing a statement with the district 
director for the district in which the tax¬ 
payer maintains its principal place of 
business within 60 days after such 
determination. 


(v) Sec 2103 of Act; treatment of oertain 
1972 disaster looses. Any taxable year In 
which payment is received or indebtedness 
is forgiven. 

by filing a return for the taxable year 
or an amended return by the last day 
for making a claim for credit or re¬ 
fund for the taxable year but In no 
event fhall such day be earlier than 
October 4. 1977. 

(2) The election provided in section 
37(e) of the Code relating to the credit 
for the elderly and section 144'a> of 
the Code relating to the standard deduc¬ 
tion. available for any taxable year be¬ 
ginning after December 31. 1975. may be 
made any time before the expiration of 
the period of limitation for filing claim 
for credit or refund. Once made such 
election may be revoked without the 
consent of the Commissioner any time 
before the expiration of such period by 
filing an amended return. 

(3) The election provided for in sec¬ 
tion 167<e) (3) of the Code shall be made 
In accordance with f 1.167(e)-l<d) ex¬ 
cept that the election shall be applicable 
for the first taxable year of the taxpayer 
beginning after December 31. 1975. 

(4) The election provided in section 
501 (i) of the Code relating to lobbying 
by public charities may be made for 
all taxable years beginning after Decem¬ 
ber 31. 1976, by filing a statement with 
the Internal Revenue Service Center. 
11601 Roosevelt Boulevard. Philadelphia. 
Pennsylvania 19155 (for organizations in 
the Central Region the Internal Revenue 
8ervice Center. Cincinnati. Ohio 45298) 
before the close of the first taxable year 
for which the election is effective. 

(5> The election provided in section 
936«c) of the Code relating to the Puerto 
Rico and possession tax credit, available 
for all taxable years beginning after 
December 31. 1975, shall be made by fil¬ 
ing Form 5712 within 90 days after the 
beginning of the first taxable year for 
which such election Is made with the 
Internal Revenue Service Center, 11601 
Roosevelt Boulevard, Philadelphia. Penn¬ 
sylvania 19155. If the first taxable year 
for which such an election is made is a 
taxable year beginning before January 1. 
1977. such election shall be made In the 
manner prescribed In the preceding sen¬ 
tence by May 9.1977. 

(8) The election provided in section 
1033(f)(3) of the Code may be made 
for any taxable year beginning after De¬ 
cember 31. 1970. by filing an amended 
return for any taxable year for which the 
period of limitation for filing a claim for 
credit or refund of overpayment has not 
expired, and for any taxable year ending 
on or after December 31. 1976. by filing 
the income tax return for the year the 
election is made not later than the time, 
including extensions thereof, prescribed 
by law for filing income tax returns for 
such taxable year. 

id) A fanner of making election . Un¬ 
less otherwise provided in the return or 
in a form accompanying a return for the 
taxable year, the elections described in 
paragraphs (a) and (c> (except para¬ 
graphs (cHlHi). (c)(3) and (c)(5)) 


shall be made by a statement attached to 
the return (or amended return) for the 
taxable year. The statement required 
when making an election pursuant to 
this section shall tndlcatc the section un¬ 
der which the election is being made and 
shall set forth information to identify 
the election, the period for which It ap¬ 
plies. and the taxpayer’s basis or entitle¬ 
ment for making the election. 

(e) Effect of election—(\) Consent to 
revoke required. Except where otherwise 
provided bv statute or except as provid¬ 
ed in paragraph (c>(2) and subpara¬ 
graph (2) of this paragraph, an election 
to which this section applies made in ac¬ 
cordance with this section shall be bind¬ 
ing unless consent to revoke the election 
is obtained from the Commissioner. An 
application for consent to revoke the 
election will not be accepted before the 
promulgation of the permanent regula¬ 
tions relating to the section of the Code 
or Act under which the election Is made. 
8uch regulations will provide a reason¬ 
able period of time within which tax¬ 
payers will be permitted to apply for 
consent to revoke the election. 

(2) Revocation without consent. An 
election to which this section applies, 
other than the elections referred to in 
paragraph (c) (2) of this section, made 
in accordance with this section, may be 
revoked without the consent of the 
Commissioner not later than 90 days af¬ 
ter the permanent regulations relating 
to the section of the Code or Act un¬ 
der which the election is made are filed 
with the office of the Federal Register, 
provided such regulations grant taxpay¬ 
ers blanket permission to revoke that 
election within such time without the 
consent of the Commissioner. Such 
blanket permission to revoke an elec¬ 
tion will be provided by the permanent 
regulations in the event of a determina¬ 
tion by the Secretary or his delegate that 
such regulations contain provisions that 
may not reasonably have been antici¬ 
pated by taxpayers at the time of mak¬ 
ing such election. 

(X) FurnisJiing of supplementary in¬ 
formation required. If the permanent 
regulations which are issued under the 
section of the Code or Act referred to In 
this section to which the election relates 
require the furnishing of Information In 
addition to that which was furnished 
with the statement of election filed pur¬ 
suant to paragraph (d) of this section, 
the taxpayer must furnish such addi¬ 
tional information in a statement ad¬ 
dressed to the district director, or the 
director of the regional service center, 
w'ith whom the election was filed, This 
statement must clearly Identify,the elec¬ 
tion and the taxable year for which it 
was made. If such Information is not 
provided the election may, at the discre¬ 
tion of the Commissioner, be held 
invalid. 

§ 7.836(g) —l Special rule for real rt- 
talc investment tm*U, 

The election pursuant to section 856 
<c> (1) by a corporation, trust, or asso¬ 
ciation to be treated as a real estate in- 
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vestment trust may be revoked under 
section 856 <r> for any taxable year and 
all succeeding taxable years by filing a 
statement with the district director for 
the district In which the taxpayer main¬ 
tains its principal place of business on 
or before the 00th day after the first day 
of the first taxable year for which the 
revocation Is to be effective. 

Because the purpose of this Treasury 
decision is to provide Immediate guid¬ 
ance as to the manner of making certain 
elections made available by reason of the 
enactment of the Tax Reform Act of 
1978. it Is hereby found Impracticable to 
Issue this Treasury decision with notice 
and public procedure thereon under 6 
U.8.C. 553(b), or subject to the effective 
date limitation of 5 U.S.C. 553(d). 

(8oo* 7805. Iatornai Revenue Code of 1954 
(68A 8t*t. 917; 28 VSC 7805) and certain 
provisions of the Tax Reform Act of 1979 
(P L. 94-455) 

Donald C. Alexander, 
Commissioner of Internal Revenue. 

Approved: January 3,1977. 

Charles M. Walker. 

Assistant Secretary of the 
Treasury . 

(FRDoo.77-703 Filed 1-4-77:4:53 pm) 
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PART 7—temporary income tax reg¬ 
ulations UNDER THE TAX REFORM 
ACT OF 1976 

Temporary Regulations Relating to Infor¬ 
mation Reporting Requirements on 
Certain Winnings From Bingo, Kono, and 
Slot Machines 

This document contains temporary in¬ 
come tax regulations (26 CFR Part 7) 
under section 6041 of the Internal Reve¬ 
nue Code of 1954 pursuant to section 1207 
(d> of the Tax Reform Act of 1976 (Pub. 
L. 94—465, 90 Stat. 1705) In order to pro¬ 
vide rules with respect to Information 
reporting requirements on certain win¬ 
nings from bingo, keno, and slot 
machines. 

Section 6041 of the Code provides, In 
general, that all persons engaged In a 
trade or business and making a pay¬ 
ment In the course of such trade or busi¬ 
ness of $600 or more to another person 
must file an information return with 
respect to that payment under such reg¬ 
ulations and in such form and manner 
and to such extent as the Secretary 
prescribes. Winnings from gambling arc 
subject to this genera] rule of section 
6041 and the existing regulations there¬ 
under. 

Section 7.6041-1 provides specific rules 
for reporting winnings from bingo, (ke¬ 
no. and slot machines. Effective Febru¬ 
ary 1, 1977, every person engaged in a 
trade or business and making any pay¬ 
ment of winnings of $600 or more from a 
bingo or keno game or a slot machine 
play is required to make an information 
return with respect to that payment. The 
regulation makes no exception to this 
requirement based on betting odds. Fur¬ 
ther. the regulation provides that in de- 
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terminlng whether winnings equal or 
exceed $600 the following rules apply: 

(1) The amount of winnings shall not be 
reduced by the amount wagered; (2) win¬ 
nings include the fair market value of a 
payment in any medium other than 
cash; (3) all winnings of the winner from 
one bingo or keno game must be aggre¬ 
gated: and (4) winnings and losses from 
any other wagering transaction by the 
winner shall not be taken tnto account. 

A new Form W-2G is prescribed for 
use in reporting winnings from bingo, 
keno. and slot machines. The form shows 
the name, address, and social security or 
employer identification number of the 
payor and the winner and contains a 
general description of two types of iden¬ 
tification furnished for verification of 
the winner’s name, address, and social 
security number. In addition, tho form 
contains the date and amount of the 
payment and certain other information 
depending upon the type of wagering 
transaction with respect to which the 
payment is made. 

Adoption or Amendment to the 
Regulations 

In order to prescribe temporary in¬ 
come tax regulations relating to infor¬ 
mation reporting requirements on cer¬ 
tain winnings from bingo, keno, and slot 
machines under section 6041 of the In¬ 
ternal Revenue Code of 1954, pursuant to 
section 1207(d) of the Tax Reform Act 
of 1978 (Pub. L. 94-455, 90 Stat. 1705>. 
the following temporary regulations are 
hereby adopted and added to Part 7 of 
Title 26 of the Code of Federal Regu¬ 
lations: 

§ 7.6611-1 Return of information cut to 
ayments of winnings from bingo, 
cno, and slot machines. 

(a) In general . On or after Febru¬ 
ary I. 1977. every person engaged in a 
trade or business and making any pay¬ 
ment in the course of such trade or busi¬ 
ness of winnings of $600 or more (in¬ 
cluding winnings which arc exempt from 
withholding under section 3402(q)(5)) 
from a bingo or keno game or a slot 
machine play shall make an information 
return with respect to such payment. 

(b> Special rules. For purposes of 
paragraph (a) of this section, in deter¬ 
mining whether such winnings equal or 
exceed $600— 

(1) The amount of winnings shall not 
be reduced by the amount wagered; 

(2) Winnings shall include the fair 
market value of a payment in any 
medium other than cash; 

(3) Ail winnings by the winner from 
one bingo or keno game shall be aggre¬ 
gated; and 

(4) Winnings and losses from any 
other wagering transaction by the win¬ 
ner shall not be taken into account 

(c) Prescribed form. The return re¬ 
quired by paragraph (a) of this section 
shall be made on Form W-2G and shall 
be filed with the Internal Revenue Serv¬ 
ice Center serving the district in wlfich 
is located the principal place of business 
of the person making the return on or 
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before February 28 of the calendar year 
following the calendar year in which the 
payment of winnings is made. Each Form 
W-2G shall contain the following: 

(1) Name, address, and employer iden¬ 
tification number of the person making 
the payment; 

(2) Name, address, and social security 
number of the winner; 

(3) General description of two types 
of identification (e g., "driver’s license", 
"social security card", or "voter registra¬ 
tion card") furnished to the maker of 
the payment for verification of tho win¬ 
ner's name, address, and social security 
number: 

(4) Date and amount of the payment; 
and 

(5) Type of wagering transaction. In 
addition, in the case of a bingo or keno 
game. Form W-2G shaU show any num¬ 
ber. color, or other designation assigned 
to the game with respect to which tho 
payment Is made. In the case of a slot 
machine play. Form W-20 shall show 
the identification number of the slot ma¬ 
chine. 

Because of the need for immediate 
guidance with respect to the provisions 
contained in this Treasury decision. It is 
found impracticable to issue it with no¬ 
tice and public procedure thereon under 
subsection (b) of section 553 of Title 5 
of the United States Code or subject to 
the effective date limitation of subsection 
<d> of that section. 

(Sec. 7805 of th® Internal Revenue Code of 
1954 ( 68A 8tat. 917; 26 U-8.C. 7805),) 

Donald C. Alexander. 

Commissioner of Internal Revenue. 

Approved: January 3. 1977. 

Charles M. Walker. 

Assistant Secretary of the Treas¬ 
ury. 

[FR Doc.77-704 Filed 1-4-77:4:53 pm] 


Title 31—Money and Finance: Treasury 

SUBTITLE B—REGULATIONS RELAT E TO 
MONEY AND FINANCE 

CHAPTER I—MONETARY C . ,Cf*. 

DEPARTMENT OF THE TREASURE 

PART 101—MITIGATION OF FORFEIT¬ 
URE OF COUNTERFEIT GOLD COINS 

Establishment of Part 

Pursuant to the authority vested In me 
by 18 U.8.C. 492. Act of June 25. 1948. C. 
645 62 Stat. 710, I hereby issue in 31 
CFR Chapter I. a new Part 101. This 
Part establishes a policy whereby certain 
Innocent purchasers or holders of gold 
coins who tiave forfeited them to the 
United States because they were deter¬ 
mined to be counterfeit, can, under cer¬ 
tain conditions, recover the gold bullion 
from the coins. Since the material con¬ 
tained herein constitutes a general state¬ 
ment of policy for which public partici¬ 
pation is unnecessary, the relevant pro¬ 
visions of the Administrative Procedure 
Act (5 U.S.C. 553) requiring notice of 
proposed rulemaking, opportunity for 
public participation and delay In effec- 
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tive date are inapplicable. Therefore. 
Title 31. Chapter I. Code of Federal Reg¬ 
ulations. Is amended by adding a new 
Part 101. “Mitigation of Forfeiture of 
Counterfeit Oold Coins", as set forth 
below. 

Dated: January 3.1977. 

Jerry Thomas. 

Under Secretary of the Treasury. 

Bee. 

101.1 PurpoM and scope. 

101.2 Petitions for mitigation. 

101.3 Petitions reviewed by Assistant Secre¬ 

tary, Enforcement. Operations. Tar¬ 
iff Affaire. 

101.4 Extraction of bullion from coins. 

101.6 Payment of smelting costs. 

101.6 Return of the bullion. 

101.7 Exceptions. 

101 6 Discretion of the Secretary. 

AtrrHOsrrT: 18UJS.C 492 

§101.1 Purpose and scope. 

The purpose of this part is to establish 
a policy whereby certain purchasers or 
holders of gold coins who have forfeited 
them to the United States because they 
were counterfeit may, In the discretion of 
the Secretary of the Treasury, recover 
the gold bullion from the coins. This 
part sets forth the procedures to be fal¬ 
lowed in implementing this policy. 

§ 101.2 Petitions for mitigation. 

(a) Who may Me. Any person may pe¬ 
tition the Secretary of the Treasury for 
return of the gold bullion of counterfeit 
gold coins forfeited to the United States- 
if: 

(1) The petitioner innocently pur¬ 
chased or received the coins and held 
them without the knowledge that they 
were counterfeit; and. 

(2) The petitioner voluntarily sub¬ 
mitted the coins to the Treasury Depart¬ 
ment for a determination of whether 
they were legitimate or counterfeit; and, 

(3) The coins were determined to be 
counterfeit and were sei2ed by the Treas¬ 
ury Department and forfeited to the 
United States. 

ft>) To whom addressed. Petitions for 
mitigation of the forfeiture of counter¬ 
feit gold coins should be addressed to the 
Assistant Secretary, Enforcement. Op¬ 
erations. Tariff Affairs. Department of 
Treasury. 15th and Pennsylvania Avenue. 
N.W.. Washington. D C. 20220 

<c> Form. The petition need not be in 
any particular form, but must be under 
oath, and set forth at least the follow¬ 
ing: 

(1) The full name and address of the 
petitioner: 

(2) A description of the coin or coins 
involved: 

(3) The name and address of the per¬ 
son from whom the coins were received 
or purchased by the petitioner; 

(4) The date and place where they 
were voluntarily submitted for examina¬ 
tion; 

(5) Any other circumstances relied 
upon by the petitioner to Justify the 
mitigation; 

(6) A statement that the petitioner 
purchased or received and held the coins 


without the knowledge that they were 
counterfeit. 

§ 101.3 Petition* reviewed by A**i*tanl 
Secretary, Enforcement, Operation*, 
Tariff Affair*. 

The Assistant Secretary’ will receive 
and review all petitions for mitigation of 
the forfeiture of counterfeit gold coins. 
He shall conduct such further investiga¬ 
tion. and may request such further in¬ 
formation from the petitioner as he 
deems necessary. Petitions will be ap¬ 
proved if the Assistant Secretary deter¬ 
mines that: 

(X) The gold coins have not been 
previously disposed of by normal proce¬ 
dures; 

(2) The petitioner was an innocent 
purchaser or holder of the gold coins and 
is not under investigation in connection 
with the coins at the time of submission 
or thereafter: 

(3> The coins are not needed and will 
not be needed in the future In any in¬ 
vestigation or as evidence in legal pro¬ 
ceedings: and 

(4) Mitigation of tiie forfeiture is in 
the best interest of the Government. 

§ 101.4- Extraction of gold bullion from 
tbc counterfeit coin*. 

If the petition is approved, the Assist¬ 
ant Secretary shall then forward the gold 
coins to the Bureau of the Mint where, if 
economically feasible, the gold bullion 
will be extracted from the counterfeit 
coins. The Bureau of the Mint will then 
return the bullion to the Assistant 
Secretary. 

§ 101.5 Payment of smelting coat*. 

The petitioner shall be required to pay 
all reasonable costs incurred in extract¬ 
ing the bullion from the counterfeit coins, 
as shall be determined by the Assistant 
Secretary- Payment must be made prior 
to the return of the gold bullion to the 
petitioner. 

§ 101.6 Return of the bullion. 

After receiving the gold bullion from 
the Bureau of the Mint, the Assistant 
Secretary shall notify the petitioner that 
his petition has been approved and that 
payment of the smelting costs in an 
amount set forth in such notice must be 
made prior to the return of the bullion. 

§ 101.7 Exception*. 

The provisions of this part shall not 
apply where the cost of smelting the gold 
coins exceeds the value of the gold bullion 
to be returned. 

§ 101.8 Di*errtion of the Secretary. 

The Secretary of the Treasury retaint 
complete discretion to deny any claim of 
any petitioner when the Secretary be¬ 
lieves it is not in the best Interest of the 
Government to return the bullion to the 
petitioner or when the Secretary is not 
convinced that the petitioner was an in¬ 
nocent purchaser or holder without 
knowledge that the gold coins were 
counterfeit. 

|FR Doe.77-666 Filed 1-6-77;8:45 am] 


CHAPTER V—OFFICE OF FOREIGN AS¬ 
SETS CONTROL, DEPARTMENT OF THE 

TREASURY 

PART 515— CUBAN ASSETS CONTROL 
REGULATIONS 

Transactions by American-Owned or 
Controlled Foreign Firms 

Section 515.559 of the Cuban Assets 
Control Regulations (31 CFR Part 515), 
stating the policies of the Office of 
Foreign Assets Control for the issuance 
of specific licenses for trade with Cuba 
by foreign affiliates of U.8. firms, is be¬ 
ing amended by deletion of the provision 
In paragraph (a)(3) that such foreign 
affiliates be located in the importing or 
exporting country. 

Section 515.201 prohibits any un¬ 
licensed involvement in Cuban trade by 
persons subject to the Jurisdiction of the 
United States. The purpose of paragraph 
<aM3> of 3 515.559 was to minimize the 
possibility of unauthorized involvement 
by the United States parent firms in 
licensed transactions with Cuba by their 
foreign affiliates. In lieu thereof, a spe¬ 
cific provision < paragraph tc>) Is being 
added which explicitly describes the gen¬ 
eral tvpes of involvement which are not 
permitted. 

The amendment states that prohibited 
conduct would Include such involvement 
as assistance by a U.S. parent Arm. or 
any officer or employee thereof, in either 
the negotiation or performance of a 
transaction which w’as the subject of a 
license application. Such assistance or 
participation is a ground for denial of 
an application, or revocation of a license. 

The new subparagraph makes clear 
that the affiliate must be generally in¬ 
dependent of the parent in the conduct 
of licensed transactions, e g , in decision¬ 
making. risk-taking, negotiation, financ¬ 
ing or arranging of financing, and per¬ 
formance of licensed transactions with 
Cuba. For purposes of the section, an 
affiliate is not independent if there are 
a substantial number of officers or di¬ 
rectors of the foreign affiliate who are 
also officers, or directors, of a person 
within the United States. 

As the material contained herein 
clarifies existing published rules, and as 
those published rules involve a foreign 
affairs function, the provisions of the 
Administrative Procedure Act <5 UB.C. 
553) requiring notice of proposed rule 
making, opportunity for public partici¬ 
pation. and delay in effective date, are 
Inapplicable. 

31 CFR Part 515 is amended by 
amending 3 515.559 by revising para¬ 
graph (a) (3> and adding paragraph <c> 
to read as follows: 

§ 515.559 Transaction* by American- 
owned or controlled foreign firm* 
with Cuba. 

(a) • • • 

(3) Importation of goods of Cuban 
origin into countries in the authorized 
trade territory. 
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(c) Specific licenses issued pursuant 
to the policies set forth in this section do 
not authorize any person within the 
United States to engage in, participate 
in, or be involved in a licensed transac¬ 
tion with Cuba or Cuban nationals. 
Such involvement includes, but not by 
way of limitation, assistance or partici¬ 
pation by a U.S. parent firm, or any 
officer or employee thereof, in the nego¬ 
tiation or performance of a transaction 
w hich Is the subject of a license applica¬ 
tion. Such participation Is a ground for 
denial of a license application, or for 
revocation of a license. To be eligible 
for a license under this section, the affil¬ 
iate must be generally Independent. In 
the conduct of transactions of the type 
for which the license is being sought, In 
such matters as decisionmaking, risk¬ 
taking. negotiation, financing or arrang¬ 
ing of financing, and performance. For 
purposes of this section, an affiliate is 
not Independent If there are a substan¬ 
tial number of officers or directors of 
the foreign affiliate who are also officers 
or directors of a person within the 
United States. 


(50 US.C. App. 6(b); 72 Ufi.C. 2370(a): E. 
O. 9103; 3 CFR 1050-1963 Comp. Treasury 
Department Order No 128. 32 PR 3472.) 

Effective date. These amendments 
take effect on January 10. 1977. 

Stanley L. Sommerfield. 

Acting Director , 
Office of Foreign Assets Control . 
|FR Doc.77-741 Piled 1-6-77:8 45 ami 

Title 36—Parks. Forests, and Public 
Property 

CHAPTER VI—AMERICAN REVOLUTION 
BICENTENNIAL ADMINISTRATION 

PART 606—THE OFFICIAL 
COMMEMORATIVE LICENSING PROGRAM 

Disposition of Inventory 

On November 30. 1976. there was pub¬ 
lished in the Fedeoal Register (41 FR 
524861 a notice that the American Rev¬ 
olution Bicentennial Administration 
ARBA) proposes to amend Part 806 of 
Title 36 of the Code of Federal Regula¬ 
tions to authorize licensees under its 
official commemoratlves program to sell 
inventory on hand and/or in process of 
manufacture at the end of their license 
period without payment of royalty there¬ 
on for a period of 60 calendar days 
thereafter. 

Interested persons were invited to 
submit written comments on the pro¬ 
posed amendment. No comments having 
been received and pursuant to authori¬ 
sation of the ARB Board at its Decem¬ 
ber 8. 1976 meeting. 36 CFR Part 606 
is amended by the addition of ft 606 106 
‘Disposition of Inventory" as follows: 

§ 606.106 DUpotilion of inventory. 

The licensee Is authorized to sell in¬ 
ventory on hand and/or in process of 
manufacture on the date of expiration 
of the license, for an additional 60 cal¬ 


endar days thereafter without payment 
of royalty thereon. 

Herbert Hetu, 
Acting Administrator . 

December 30. 1976. 

|FR Doc.77-608 Filed 1-6-77:8:45 am| 

Title 46—Shipping 

CHAPTER IV—FEDERAL MARITIME 
COMMISSION 

SUBCHAPTER B—REGULATIONS AFFECTING 
MARITIME CARRIERS AND RELATED ACTIVITIES 

[General Order 13: Amendment 8) 

PART 536—FILING OF TARIFFS BY COM¬ 
MON CARRIERS BY WATER IN THE 
FOREIGN COMMERCE OF THE UNITED 
STATES AND BY CONFERENCES OF 
SUCH CARRIERS 

Exemption—Foss Launch & Tug Co. and 
Certain Carriers in the United States 
North Pacific—Canada—Alaska Trade 

Foss Launch Si Tug Co. is a common 
carrier by water operating a barge move¬ 
ment of rail cars between North Van¬ 
couver. British Columbia. Canada and 
Seattle and Tacoma. Washington. This 
barge movement connects with rail oper¬ 
ations in both the United States and 
Canada which arc subject to regulation 
by the Interstate Commerce Commission. 
Foss serves as a participant in a through 
route service connecting the British Co¬ 
lumbia Railway and the Burlington 
Northern Railroad and the Chicago. Mil¬ 
waukee. St. Paul and Pacific Railroad 
Company. 

An application has been filed by attor¬ 
neys for Fogs Launch ft Tug Co. for a 
section 35 exemption from the tariff fil¬ 
ing requirements of section 18(b) of the 
Shipping Act. 1916. In response to this 
application, and to the knowledge that 
other similar carriers existed In that 
trade, as well as the Canadian/Alaskan 
trade, the Commission extended the pro¬ 
visions of this exemption request on its 
own initiative to all other water carriers 
participating in the through rail sendee 
between United States Puget 8ound ports 
and ports in British Columbia. Canada; 
and between ports in British Columbia, 
Canada on the one hand, and ports and 
points in Alaska on the other hand. 

Notice of the Commission’s intention 
to consider Foss’ application and its in¬ 
tention to broaden this exemption on 
its own initiative was published In the 
Federal Register on August 10. 1976 (41 
FR 33586) . During the 20-day notice pe¬ 
riod, we received only one letter of pro¬ 
test to the proposed extension of the 
exemption. This protest was received 
from Sea-Land Service. Inc., applicable 
with respect to traffic moving from U.8. 
origins via Canada to Alaska. Sea-Land's 
complaint appears to be that the broad¬ 
ening of this exemption would place it at 
a severe competitive disadvantage to the 
carriers operating in the Canada to 
Alaska trade because Sea-Land would 
have no knowledge of those water car¬ 
riers* rates. 


Sea-Land Is a common carrier by water 
operating between U.S. ports on the one 
hand, and ports in Alaska on the other. 
It participates in joint motor and water 
rates covering this service, which rates 
are subject to the Interstate Commerce 
Act and filed with the Interstate Com¬ 
merce Commission. 

The divisions of revenue which accrue 
to Sea-Land are published in "Joint Di¬ 
vision Sheets." These Joint Division 
Sheets arc not required by the ICC to be 
filed on notice; thus these divisions do 
not constitute a regulated section of tb* 
joint rate tariffs. 

Granting this exemption will not place 
Sea-Land in a severe competitive disad¬ 
vantage as the division sheets and ar¬ 
rangements of the exempted carriers will 
be required to be filed at this Commis¬ 
sion within 30 days of any change, as a 
condition to the exemption. 

It appears that Sea-Land will not be 
placed at a severe competitive disadvan¬ 
tage regarding the availability of com¬ 
petitors' rates or divisions of rates for the 
port-to-port portion of the operations. 
In fact, the carriers which are granted 
this exemption are subject to the same 
rate regulation at the ICC as is Sea-Land, 
but the exempted carriers will also be 
subject to the filing requirement regard¬ 
ing division sheets and arrangements at 
this Commission. 

Finally, we believe that Sea-Land has 
not shown that the proposed exemption 
would be detrimental to the commerce 
nor that it would substantially impair ef¬ 
fective regulation by the Commission or 
be unjustly discriminatory. 

Section 35 of the Shipping Act states, 
"The Federal Maritime Commission, 
upon application or on its own motion, 
may by order or rule exempt for the fu¬ 
ture any class of agreements between 
persons subject to this Act of any speci¬ 
fied activity of such persons from any 
requirement of the Shipping Act. 1916. 
or Intercoastal Shipping Act, 1933. where 
it finds that such exemption will not sub¬ 
stantially impair effective regulation by 
the Federal Maritime Commission, be un¬ 
justly discriminatory, or be detrimental 
to commerce. 

"The Commission may attach condi¬ 
tions to any such exemption and may, by 
order, revoke any such exemption! 

"No order or rule of exemption or rev¬ 
ocation of exemption shall be Issued un¬ 
less opportunity for hearing has been af¬ 
forded interested persons." 

The granting of this exemption by this 
Commission appears to present no im¬ 
pairment to our effective regulation. 
Additionally, there has been no showing 
that this exemption is unjustly discrimi¬ 
natory or is detrimental to commerce. 

Therefore, pursuant to section 4 of the 
Administrative Procedure Act, 5 U.S.C. 
533; sections 18»b>. 35 and 43 of the 
Shipping Act. 1916. 46 U.8 C 8l7fb), 833 
(a), and 841(a). ft 536.15. Title 46 CFR 
Is amended by the addition of a new 
paragraph (e> reading as follows: 

§536.13 Exemption*. 


FEDERAL REGISTER, VOL 42 f NO. 5—FRIDAY, JANUARY 7, 1977 










1171 


rules ano regulations 


<e> Foss Launch k Tug Co. U granted 
ah exemption from the tariff filing re¬ 
quirements of Section 18(b) of the Ship¬ 
ping Act. 1916. as to the carriage of 
Canadian or United States origin cargo 
moving in rail cars carried on Foss 
Launch ii Tug Co.'s vessels between North 
Vancouver, British Columbia, Canada 
and Seattle and Tacoma. Washington. 
United States provided that the through 
rates are filed in railroad tariffs filed with 
the Interstate Commerce Commission 
and/or the Canadian Transport Commis¬ 
sion and provided further that Foss 
Launch k Tug Co. shall submit to the 
FMC certified true copies of: 1) Its divi¬ 
sion sheets or tariffs containing the divi¬ 
sions; and 2) any and all agreements, 
arrangements and concurrences entered 
Into in connection with transportation of 
cargo within 30 days of the effectiveness 
of such sheets, tariffs, agreements, ar¬ 
rangements and/or concurrences; and 
provided further that this exemption 
shall not apply to cargoes originating in 
or destined to foreign countries other 
than Canada: and provided further that 
tho carrier will remain subject to all 
other provisions of the Shipping Act. 
1916. 

Further, the provisions of this exemp¬ 
tion are extended to all other water car¬ 
riers participating in the through rati 
service between United 8tates Puget 
Sound ports and ports In British Colum¬ 
bia. Canada: and between ports In 
British Columbia, Canada on the one 
liand. and ports and points In Alaska on 
the other hand. Tills extension of the ex¬ 
emption is subject to the same provisions 
and conditions which are listed above for 
Foss Launch & Tug Co. 

Effective date: Inasmuch as the 
amendment adopted herein provides an 
exemption from the requirements of Part 
536 and Section 18(b) of the Shipping 
Act. 1916, It shall be effective January 7. 
1977. 

By the Commission. 

Francis C. Huinby. 

Secretary. 

| KR DOC.TI-825 Piled 1-6-77;8:45 *m] 


1. On August 5. 1976, we released a 
Notice of Proposed Rule Making In this 
Docket. The Notice was published in the 
Federal Register on August 9. 1976, (41 
FR 33281). The dates for filing comments 
and replies thereto have passed. 

2. In that Notice, wc proposed to 
amend Parts 81 and 83 to make channel 
17 available for ship to ship State Con¬ 
trol communications, in addition to the 
previously authorized use for ship to coast 
State Control communications. It was 
felt that the designation of channel 17 
for Intership State Control use would al¬ 
low for more effective coordination be¬ 
tween state agencies, and also provide a 
clear channel for state boats In times of 
emergencies. 

3. The only comments filed were by the 
California State Communications Divi¬ 
sion, in which they fully suj>ported the 
Commission’s proposal. No reply com¬ 
ments were filed. 

4. The Commission believe® that the 
rule amendment will provide for closer 
coordination among state boats and re¬ 
lated shore stations which will result In 
an improvement to safety, law enforce¬ 
ment activities, and search and rescue 
operations In state waterways. 

5. In view of the foregoing. It Is 
ordered. That, pursuant to the authority 
contained in Sections 4(1), 303(b), (f) 
and (r> of the Communications Act of 
1934. as amended. Parts 81 and 83 are 
amended effective February 7, 1977. as 
set forth below. 

6. It Is further ordered. That this pro¬ 
ceeding Is terminated. 

(See*. 4, 303. 48 8tei.. Amended. 1065. 1082; 
47 U-9.C 154. 303 ) 

Federal Communications 
Commission. 

Vincent J. Mullins. 

Secretary. 

Note -Rule change* herein will he oovered 
by the 1076 Edition of Volume IV. 

Parts 81 and 83 of Chapter I of Title 47 
of the Code of Federal Regulations are 
amended as follows: 

1. In 5 81.7. paragraph (r) Is amended 
to read as follows: 

§81.7 Operation*!. 


available for lntershlp State Control 
communications. 

• • • • • 

1. In } 83.6 paragraph (k> Is amended 
to read as follows: 

§ 83.6 Operational. 

• • • • • 

(k) Sfafc Control . Communications. 
In the maritime mobile service on very 
high frequencies (VHP), between non- 
Fedcral government coast and ship sta¬ 
tions or between non-Federal govern¬ 
ment ship stations. In which messages 
are restricted to those related directly to 
the coordination, regulation or control of 
boating activities or the rendering of as¬ 
sistance to vessels. 

• • • • • 

§ 83.351 (Amended 1 

2. In 5 83.351(a), table is amended by 
adding limitation 40 to the conditions of 
use for 156.850 MHz. 

3. In l 83.359. table Is amended as fol¬ 
lows: 

§ 83.359 Frequencies in the band 156- 
162 Mils available for n»*ignmenl. 
• • • • • 

S/mti c vttirol 


17 .154*30 IM.8M Interchipand«Wpt» 

eoa»t. 

|FB Doc.77-756 Filed 1~6~77;8:45 ami 

Title 49—Transportation 

CHAPTER X—INTERSTATE COMMERCE 
COMMISSION 

SU8CHAFTER C—ACCOUNTS. RECOROS ANO 
REPORTS 

(No. 361261 

PART 1241—ANNUAL, SPECIAL. OR 
PERIODIC REPORTS 

PART 1249—REPORTS OF MOTOR 
CARRIERS 

PART 1250—REPORTS OF WATER 
CARRIERS 

PAT 1251—REPORTS OF FREIGHT 
FORWARDERS 

Confidential Annual Report Supplement for 
Class I Carriers Revision to the Railroad 
Annual Report 


Title 47 —Telecommunication 

CHAPTER I—FEDERAL 
COMMUNICATIONS COMMISSION 

[Docket No 20825: FOC 76-1176] 


PART 81—STATIONS ON LAND IN THE 
MARITIME SERVICES AND ALASKA- 
PUBLIC FIXED STATIONS 

PART 83—STATIONS ON SHIPBOARD 
IN THE MARITIME SERVICES 

State Control Internship Communications 

Adopted: December 21,1976. 


Released: January 4, 1977. 

In the Matter of amendments of Parte 
81 and 83 of the Commission’s Rules and 
Regulations to allow the use of 156 850 
MHz. (very high frequency marine chan¬ 
nel 17) for State Control lntershlp com¬ 
munications. 


(r> State Control. Communications, In 
tho maritime mobile service on very high 
frequencies (VHF). befwcen non-Federal 
government coast and ship stations or 
between non-Federal government ship 
stations. In which messages arc restricted 
to those related directly to the coordina¬ 
tion. regulation or control of boating 
activities or the rendering of assistance 
to vessels. 

• • • 

2. In 1 87.356. subparagraph <b> (9> is 
amended to read as follows: 

6 81.356 A**ign«bt«* frr«|ucn«ie* in the 
bund 156—162 MIL. 


(9) Available for assignment to limited 

coast stations for State Control com¬ 
munications with ship stations. Also 


At a General Session of the Interstate 
Commerce Commission, held at Its office 
In Washington, D.C., on the 20th day of 
December, 1976. 

Upon consideration of the record In the 
above-entitled proceeding. Including the 
petition, filed June 16, 1976. by the Asso¬ 
ciation of American Railroads, for recon¬ 
sideration of the report and order oi the 
Commission, decided April 9. 1976 and 
served May 17. 1976. to which there were 


replies: and , . , 

it appearing, That regulations adoptee* 
said report do not appear necessary to 
Ailment of the Commissions duties 
d responsibilities under the Interstate 
mmerce Act, at this time; 

[t further appearing. That information 
juired by said regulations is presently 
tillable to the Commission through pe- 
idic audits of affected carriers. 
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It is ordered , That the petition for re¬ 
consideration be, and it is hereby, 
granted on the present record, and the 
proceeding dismissed. 

It is further ordered, That the amend¬ 
ments to Parts 1241, 1249. 1250 and 1251 
of Title 49 of the Code of Federal Regula¬ 
tions previously adopted in this proceed¬ 
ing be. and they are hereby, canceled. 

By the Commission. 1 

Robert L. Oswald, 
Secretary, 


Total 

Stats apportionment 

Riinota -. $117,362 

Indian*__ 61,661 

Iowa____ 22, 261 

Kansas - 20. 661 

Michigan--—. 86. 361 

Minnesota__ 29. 063 

Missouri __........ 49.316 

Nebm&ka „ _......_ 15.306 

ohto -- 112, 807 

Wisconsin_ 46.040 


ToUl... 649. 716 


Eitect or Cancellation Upon Existing 
Regulations 

In consideration of the foregoing: 
paragraph <b) to if 1241.11. 1241.21. 
1241.31, 1241.61. and 1241.70 should be 
deleted; paragraph <b) to If 1249.1 and 
1249.5 should be deleted; paragraph <b) 
to U 1250.10 and 1250.20 should be de¬ 
leted; and paragraph (b) to f 1251.1 
should be deleted. 

(FR Doc.77-290 Filed 1-0-77:8:45 am) 


Title 7—Agriculture 

CHAPTER II—FOOD AND NUTRITION 
SERVICE. DEPARTMENT OF AGRICUL¬ 
TURE 

PART 226—CHILD CARE FOOD PROGRAM 

Appendix—Apportionment of Child-Care 
Nonfood Assistance Funds Pursuant to 
National School Lunch Act for Fiscal 
Year 1977 

Pursuant to 8ectlon 17 of the National 
School Lunch Act. as amended by Pub. 
L. 94-105. child-care nonfood assistance 
funds available for the fiscal year end¬ 
ing September 30. 1977. are apportioned 
among the States as follows: 

Total 


State apportionment 

Connecticut - 634 

.--- 19.* 086 

Massachusetts. 53 944 

Now Hampshire_ g t Q81 

Rhode Island_._ 3 _ 12.898 

Vermont.. ~ 7* 108 

Total .. 

131.817 

Delaware. 

District of Columbia __ 

Maryland ..... 

New Jersey. 

New York ... 

Pennsylvania_ 

Puerto Rico___ 

Virginia .....___ 

Virgin Islands..** 

West Virginia.. 

7.021 
12,961 
39,426 
61,860 
213,883 
128.573 
109.046 
74.528 
2 . 062 
36. 184 

Total . 

686,643 

Alabama_________ 

Florida .. 

Oeorgla__ _ __ 

Kentucky..I 

Mississippi____....... 

North Carolina... 

8 outh Carolina. 

Tennemee . 

72,006 
102.610 
98.290 
66 . 160 
66,607 
100,990 
66.047 
66,287 

Total -..-- 

629.887 


* A dissenting statement of Commissioners 
O'Neal and Murphy is filed as part of the 
original document. 


Arkansas__....... 60. 999 

Colorado —_*_...._ 26, 869 

Louisiana___..... 100,774 

Montana __ 14,338 

New Mexico___ 3 a! 771 

North Dakota___ 8.348 

Oklahoma_____ 40,799 

8 oulh Dakota........_ 9.740 

Texaa- 215.420 

Utah... 18 . 728 

Wyoming.... 6 .121 


Total- 838. 907 

Alaska___... 5 . 223 

American Samoa.. 1 . ©82 

Arizona_...... ..........._._ 39,771 

California- 313 . 371 

Otiam —. 1.466 

. i 2 . 866 

rd * ho .—.—.. 12, 290 

Nevada.. 5 .803 

Oregon ............_........ 29.730 

Trust Territory__ 1,260 

Washington.....___..... 40.678 


Total . 464. 330 

Toial .$3,000,000 

(Sec, 10 <J>. Pub. L. 94-106. 89 Stat. 522 (42 
U .8 C. 1766(J).) 


Dated: December 27. 1976. 

P. Royal 8kipp. 
Acting Administrator 
Food and Nutrition Service. 
|FR Doc.77-344 Filed 1-6-77:8:45 am| 


CHAPTER III—ANIMAL AND PLANT 
HEALTH INSPECTION SERVICE DEPART¬ 
MENT OF AGRICULTURE 

PART 354—OVERTIME SERVICES 
RELATING TO IMPORTS AND EXPORTS 

Overtime Work at Border Ports, 
Seaports, and Airports 

• Purpose: The purpose of this docu¬ 
ment is to amend 7 CFR 354.1 relating to 
charges for overtime work performed at 
airports outside of the regularly estab¬ 
lished hours of service.* 

Agricultural quarantine inspectors of 
the U.S. Department of Agriculture are 
charged with performing inspection 
duties relating to Imports and exports at 
border ports, seaports, and airports. 
8uch services may be performed outside 
the regular tour of duty of the inspector 
when requested by a person, firm, or 
corporation and the charge for such 
overtime is recoverable from those re¬ 
questing the services. The following doc¬ 
ument amends * 354.1, Overtime Work at 
Border Ports. Seaports, and Airports, by 
changing the overtime rate to be charged 
owners and operators of aircraft for work 


performed outside of the regularly es¬ 
tablished hours of service. One of the 
sections of the 1976 Amendments of the 
Airport and Airways Development Act 
provides that any required quarantine 
inspection service for operation of air¬ 
craft at airports during regularly estab¬ 
lished hours of service 01 . Sundays and 
holidays will be performed without re¬ 
imbursement from the owners or oper¬ 
ators of the aircraft to the same extent 
such service had been performed during 
regularly established hours of service 
during weekdays, and by having any ad¬ 
ministrative overhead costs associated 
with such services at airports, also to 
be performed without reimbursement. 
These limitations of charges to owners 
and operators of aircraft for government 
inspection at airports are made in ac¬ 
cordance with the Airport and Airways 
Development Act Amendments of 1976. 

Pursuant to the authority conferred 
by the Act of August 28. 1950, <64 Stat. 
561; 7 U.S.C. 2260) and the Airport and 
Airways Development Act Amendments 
Of July 12, 1976. (90 Stat. 882; 48 U.3.C. 
1741), | 354.1 of Part 354 Title 7. Code of 
Federal Regulations, the first sentence of 
9 354.1 (a) is amended as set forth below: 

8 354.1 Overtime work ut border ports, 
MMiporU, and airport*. 

(a) Any person, firm, or corporation 
having ownership, custody, or control of 
plants, plant products, animals, animal 
products, or other commodities or arti¬ 
cles subject to inspection, laboratory test¬ 
ing, certification, or quarantine under 
this chapter and Subchapter D of Chap¬ 
ter I, Title 9 CFR, who requires the 
services of an employee of the Plant 
Protection and Quarantine Programs, on 
a Sunday or holiday, or at any other 
time outside the regular tour of duty of 
such employee, shall sufficiently in ad¬ 
vance of the period of Sunday or holiday 
or overtime service request the Plant 
Protection and Quarantine Programs in¬ 
spector in charge to furnish inspection, 
laboratory testing, certification, or quar¬ 
antine service during such overtime, or 
Sunday or holiday period, and shall pay 
the Government therefor at the rate of 
$21.32 per man-hour per employee on a 
Sunday and at the rate of $14.60 per 
man-hour per employee for holiday or 
any other period; except that for any 
services performed on a Sunday or holi¬ 
day. or at any time after 5 pjn or before 
8 ajn. on a weekday, in connection with 
the arrival in or departure from the 
United States of a private aircraft or 
vessel, the total amount payable shall not 
exceed $25 for all lnspectlonal services 
performed by the Customs Service. Im¬ 
migration and Naturalization Service, 
Public Health Service, and the Depart¬ 
ment of Agriculture; and except that 
owners and operators of aircraft will be 
provided service without reimbursement 
during regularly established hours ot 
service on a Sunday or holiday; and ex¬ 
cept that the overtime rate to be charged 
owners and operators of aircraft at air¬ 
ports of entry or other places of inspec¬ 
tion as a consequence of the operation of 
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aircraft, for work performed outside of 
the regularly established hours of service 
on a Sunday wUl be $17.52. and for wot* 
performed outside of the regularly es¬ 
tablished hours of service for holiday or 
any other period will be $10.84 per hour, 
which charges exclude administrative 
overhead costs. 


(64 St-ftt SOI (7US.C. 2260); (8ec. 15 of Pub. 
L. 04 3*1. 00 Slat. 882) (49 US C, 1741).) 

Effective date: The foregoing amend¬ 
ment shall become effective January 1. 
1977. 

Determination of the hourly rate for 
overtime services and of the commuted 
travelttme allowances depends entirely 
upon facts within the knowledge of the 
Department of Agriculture. It Is to the 
benefit of the public that tills amend¬ 
ment be made effective at the earliest 
practicable date. Accordingly, pursuant 
to the administrative provisions of 5 
UJS.C. 553. it is found upon good cause 
that notice and public procedure on this 
amendment are impracticable, unneces¬ 
sary. and contrary to the public interest 
and good cause is found for making this 
amendment effective less than 30 days 
after publication In the Federal Regis¬ 
ter. 

Note.—T he Animal and Plant Health In¬ 
spection Service hu determined that tht* 
document does not contain a major pro¬ 
posal requiring preparation of an Inflation 
Impact Statement under Executive Order 
11821 and OMB Circular A-107. 

Done at Washington. DC., this 23rd 
day of December. 1976. 

T. O. Darling. 

Acting Deputy Administrator. 
Plant Protection and Quaran¬ 
tine Programs. Animal and 
Plant Health Inspection Serv¬ 
ice . 

[PR Doc.76’3823! Piled 13-28-76:8:45 am] 

(Note—T hii document la being reprinted 
entirely without change from the lasue of 
Wednesday. December 29, 1976.) 


CHAPTER VII—AGRICULTURAL STABILI¬ 
ZATION AND CONSERVATION SERVICE 
(AGRICULTURAL ADJUSTMENT) DE¬ 
PARTMENT OF AGRICULTURE 

SUBCMAPTE* 8—FARM MARKETING QUOTAS 
ANO ACREAGE ALLOTMENTS 

PART 722—COTTON 

1977 Crop of Extra Long Staple Cotton; 
Acreage Allotments and Marketing Quotas 

National Marketing Quota Referendum 
Result 

The regulation at 7 CFR 722.564 is 
Issued pursuant to the Agricultural Ad¬ 
justment Act of 1938. as amended <52 
Stat. 31, as amended; 7 U.8.C. 1281 et 
seq ). This section announces the result 
of the national marketing quota refer¬ 
endum with respect to the 1977 crop of 
extra long staple cotton held during the 
period December 6 to 10. 1976, each 
inclusive. 

Since the only purpose of i 722.564 is 
to announce the referendum result. It is 
hereby found and determined that com¬ 


RUIES AND REGULATIONS 

pliance with the notice, public procedure 
and 30-day effective date requirements 
of 5 U.8.C. 553 is unnecessary. Accord¬ 
ingly. 1 722.564 shall be effective upon 
filing this document with the Director. 
Office of the Federal Register. The ma¬ 
terial previously appearing in this section 
os "Subpart—1976 Crop of Extra Long 
Staple Cotton: Acreage Allotments and 
Marketing Quotas" remains in full force 
and effect as to the crop to which It was 
applicable. 

7 CFR 722.564 and the title to the 
subpart are amended to read as follows: 

8 722.561 Rftull of I he national mar¬ 
keting quota rr (c rr it <lu tn for thr 
1977 crop of extra long staple 
rollon. 

(a> Referendum period. The national 
marketing quota referendum for the 1977 
crop of extra long staple cotton was held 
by mall ballot during the period Decem¬ 
ber 6 to 10. 1976. each inclusive. In ac¬ 
cordance with 1722.561 <41 FR 45996» 
and Part 717 of this chapter. 

(b) Farmers voting. A total of 987 
farmers engaged in the production of the 

1976 crop of extra long staple cotton 
voted in the referendum. Of those voting. 
841 farmers, or 85.2 percent, favored the 

1977 national marketing quota, and 146 
farmers, or 14.8 percent, opposed the 
1977 national marketing quota. 

(c> 1977 national marketing quota 
continues in effect. The national market¬ 
ing quota for the 1977 crop of extra long 
staple cotton of 113.000 bales proclaimed 
In 1 722.558 <41 FR 45996) shall continue 
in effect since two-thirds or more of the 
extra long staple cotton farmers voting 
in the referendum favored the quota. 

(8*c. 343. 63 SUt. 670. as amended <7 U3.C. 
1343).) 

Note.—T he Agricultural Stabilization and 
CoruaerratlOQ Service has determined that 
this document does not contain a major pro¬ 
posal requiring preparation of an Inflation 
Impact Statement under Executive Order 
11821 and OMB Circular A-107. 

Effective date: These amendments be¬ 
come effective on January 4. 1977. 

Signed at Washington. D.C. t on Jan¬ 
uary 3, 1977. 

Kenneth E. Frick. 

Administrator. Agricultural 
Stabilization and Conserva¬ 
tion Service . 

1 PR Doc.77-583 Fllod 1-4-77; 11:26 am) 


CHAPTER IX—AGRICULTURAL MARKET¬ 
ING SERVICE (MARKETING AGREE¬ 
MENTS AND ORDERS; FRUITS, VEGE¬ 
TABLES. NUTS), DEPARTMENT OF 
AGRICULTURE 

(Lemon Reg 741 

PART 910—LEMONS GROWN IN 
CALIFORNIA AND ARIZONA 

Limitation of Handling 
Preamble 

This regulation fixes the quantity of 
California - Arizona lemons that may be 
shipped to fresh market during the 


weekly regulation period January 9-15. 
1977. It is Issued pursuant to the Agri¬ 
cultural MarkeUng Agreement Act of 
1937. as amended, and Marketing Order 
No. 910. The quantity of lemons so fixed 
was arrived at after consideration of 
the total available supply of lemons, the 
quantity of lemons currently available 
for market, the fresh market demand 
for lemons, lemon prices, and the rela¬ 
tionship of season average returns to the 
parity price for lemons. 

§ 910.374 I.cmon Regulation 74. 

(a) Findings . (1) Pursuant to the mar¬ 
keting agreement, as amended, and 
Order No. 910, as amended <7 CFR Part 
910). regulating the handling of lemons 
grown in California and Arizona, effec¬ 
tive under the applicable provisions of 
the Agricultural Marketing Agreement 
Act of 1937, as amended <7 U.S.C. 601- 
674), and upon the basis of the recom¬ 
mendations and information submitted 
by the Lemon Administrative Committee, 
established under the said amended 
marketing agreement and order, and 
upon other available information. It is 
hereby found that the limitation of han¬ 
dling of such lemons, as hereinafter pro¬ 
vided, will tend to effectuate the declared 
policy of the act. 

<2> The need for this regulation to 
limit the quantity of lemons tliat may 
be marketed during the ensuing week 
stems from the production and market¬ 
ing situation confronting the lemon 
industry. 

<i) The committee has submitted its 
recommendation with respect to the 
quantity of lemons it deems advisable to 
be handled during the ensuing week. 
Such recommendation resulted from 
consideration of the factors enumerated 
In the order. The committee further re¬ 
ports the demand for lemons is easier 
this week. 

Average f.o.b. price was $5.03 per car¬ 
ton the week ended January 1,1977 com¬ 
pared to $5.0$ per carton the previous 
week. 

Track and rolling supplies at 80 cars 
were down 10 cars from last week. 

(11) Having considered the recom¬ 
mendation and Information submitted 
by the committee, and other available 
information, the Secretary finds that the 
quantity of lemons which may be han¬ 
dled should be fixed as hereinafter set 
forth. 

(3) It is hereby further found that it 
is Impracticable and contrary to the pub¬ 
lic interest to give preliminary notice, en¬ 
gage In public rule-making procedure, 
and postpone the effective date of this 
regulation until 30 days after publica¬ 
tion hereof In the Federal Register <5 
U.8.C. 553) because the time Intervening 
between the date when information upon 
which this regulation is based became 
available and the time when this reg¬ 
ulation must become effective in order 
to effectuate the declared policy of the 
act is insufficient, and a reasonable time 
Ls permitted, under the circumstances, 
for preparation for such effective time; 
and good cause exists for making the pro¬ 
visions hereof effective as hereinafter set 
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forth. The committee held an open meet¬ 
ing during the current week, after giving 
due notice thereof, to consider supply 
and market conditions for lemons and 
the need for regulation; interested per¬ 
sons were afforded an opportunity to sub¬ 
mit information and views at this meet¬ 
ing; the recommendation and supporting 
information for regulation during the pe¬ 
riod specified herein were promptly sub¬ 
mitted to the Department after such 
meeting was held; the provisions of this 
regulation. Including its effective time, 
are identical with the aforesaid recom¬ 
mendation of the committee, and infor¬ 
mation concerning such provisions and 
effective time has been disseminated 
among handle ns of such lemons; it is 
necessary, in order to effectuate the de¬ 
clared policy of the act, to make this reg¬ 
ulation effective during the period herein 
specified; and compliance with this reg¬ 
ulation will not require any special prep¬ 
aration on the part of persons subject 
hereto which cannot be completed on or 
before the effective date hereof. Such 
committee meeting was held on Janu¬ 
ary 4 . 1077. 

<b) Order. (1) The quantity of lemons 
grown in California and Arizona which 
may bo handled during the period Janu¬ 
ary 9, 1977 through January 15. 1977, is 
hereby fixed at 210,090 cartons. 

(2) As used in this section, "handled**, 
and "carton(s) " have the some meaning 
as when used in the said amended mar¬ 
keting agreement and order. 

(8ec* 1-19, 48 5tat. 31, am amended; 7 U.8.C. 
< 501 - 874 .) 

Dated: January 5,1977. 

Charles R. Braden. 

Deputy Director. Fruit and Veg¬ 
etable Division. Agricultural 
Marketing Service. 

|FR Doc.77-847 Filed 1-5-77; 11:48 am) 


Title 41—Public Contracts and Property 
Management 

CHAPTER 101—FEDERAL PROPERTY 
MANAGEMENT REGULATIONS 

SUBCHAPTTR G—TRANSPORTATION AND 
MOTOR VEHICLES 

(FPMR Arndt. 0-38| 

PART 101-38—MOTOR EQUIPMENT 
MANAGEMENT 

Codification in 41 CFR 101 of the Motor 

Vehicle Management Policy in Federal 

Management Circular 74-1, Federal En¬ 
ergy Conservation 

Federal Management Circular <FMC> 
74-1, January 21, 1974, as amended, pro¬ 
vides policy guidance for the executive 
branch concerning energy conservation. 
That circular is codified as 34 CFR Part 
232. The policy and related guidance 
formerly apj>caring in Appendix A to 34 
CFR Part 232 are revised as set forth be¬ 
low and redesignated as Subpart 101-38.- 
13 of Title 41. Accordingly. Appendix A 
of 34 CFR Part 232 Is hereby vacated and 
reserved. 

The table of contents for Part 101-38 
is amended by adding or revising the fol¬ 
lowing entries; 


RULES AND REGULATIONS 


Sec. 

10138 001 16 Types of vehicles 
101-38.001-17 Pmwenger automobiles. 


Subpart 101-38.13—Energy Conservation In 
Motor Vehicle Management 


101-38.1300 

101-38,1301 

101-38.1303 

101-38.1303 

101 38.1304 


101-38.1305 


101-38.1305-1 
101-38.1305 2 

101 38.1305-3 


Scope. 

Applicability. 

General. 

Identification of passenger 
automobiles. 

Mandatory provision** affect¬ 
ing the acquisition and use 
of all motor vehicles 

Mandatory provisions affect¬ 
ing the acquisition, use. and 
replacement of passenger 
automobiles. 

Large sedans and limousines. 

Law enforcement pa&senger 
automobiles. 

Diplomatic passenger auto¬ 
mobiles. 


Sub parts 101—38.14—-101-38.48 | Reserved J 
Subpart 101-38.0—Definition of Terms 

8ection 101-38.001 is amended by re¬ 
vising |( 101-38.001-8 and 101-38.001-0 
and by adding new If 101-38 001-16 and 
101-38.001-17 as follows: 

§ 101—38.001 Definition*. 

e s • a a 

§ 101—38.001—8 Term rental. 

“Term rental** means rental of a vehi¬ 
cle by a Federal agency by oontract or 
other arrangement from a commercial 
firm for a period of 60 continuous days 
or more. It is synonymous with the word 
"leasing/* 


management, and maintenance of motor 
vehicles used for official purposes by the 
Federal Government. 

§ 101-38.1301 Applicability. 

This subpart is applicable to executive 
agencies located in the United States, its 
territories, or Its possessions and which 
operate Oovcmment-owned, leased, or 
rented motor vehicles in the conduct of 
official business. Tills subpart does not 
apply to motor vehicles exempted by law 
or other regulations. Other Federal agen¬ 
cies arc encouraged to comply with the 
requirements and guidelines of this sub¬ 
part so that maximum energy conserva¬ 
tion benefits may be realized in the op¬ 
eration and management of Govern¬ 
ment-operated motor vehicles. 

§ 101—38.1302 Cmrral. 

This subpart sets forth guidelines for 
the improvement of Government motor 
vehicle management and fuel conserva¬ 
tion by providing vehicle assignment 
controls, reduction in vehicle size, pro¬ 
motion of vehicle pooling, and other ac¬ 
tions to faster economical and fuel effi¬ 
cient utilization of Government motor 
vehicles. 

§ 101—38.1303 Identification of p« Wen¬ 
ger automobile*. 

Passenger automobiles shall be identi¬ 
fied according to the current edition of 
Federal Specifications KKK-A-811 and 
KKK-A-850 (GSA-FSS), as follow's: 


§ 101—38.001—9 Trip rental. 

“Trip rental*’ means rental of a vehicle 
by a Federal agency from a commercial 
firm for a period of less than 60 days. 

• • • • • 

§ 101—38.001—16 Type* of \rhirlr%. 

"Types of vehicles** means those vehi¬ 
cle types as described and designated in 
Federal specifications issued by the Gen¬ 
eral Services Administration and in com¬ 
parable military specifications. 


cUm 

(turn) 

SlaUon 

t*IOD flMi 

(new) 

Typo 

<oM) 

Descriptive 

naiui* 

1A. 



flftial! 

in_ 

1R 

IA 

IB 

If 

1IT,XV,V 

VI 

ttailissvfi) na<*( 

11.. 

IN... 

IV.. 

v.. 

II 

III 

IV 

| Fj * ” 

Comport. 

Mid«J»r. 

Large. 

Ltmourtiw* 


The terms "economy," "economy sedans/* 
and "economy vehicles" refer to classes 
IA, IB, and H passenger automobiles. 


§ 101—38.001—17 I’iMfOCff automo¬ 
bile*. 

"Passenger automobiles" means those 
automobiles (other than automobiles 
capable of off-highway operation) which 
the Secretary of Transportation deter¬ 
mines by rule are manufactured primar¬ 
ily for use in the transj>ortation of not 
more than 10 individuals. For purposes of 
this Part 101-38, passenger automobiles 
shall mean those vehicles within the pur¬ 
view of Federal Specifications KKK-A- 
811 (Sedans), KKK-A-850 (Station 

wagons). and comparable military speci¬ 
fications. Upon determination by the 
Secretary of Transportation, additional 
vehicles may be included in this defini¬ 
tion. 

New Subpart 101-38.13 is added as 
follows: 

Subpart 101-38.13—Energy Conservation 
in Motor Vehicle Management 

§ 101-38.1300 Scope. 

This sub port prescribes requirements 
and guidelines to promote energy con¬ 
servation in the acquisition, operation. 


§ 101—38.1304 Mandatory pro\i*ioit* 
affecting the acquisition and n*e of 
all motor vehicle*. 

<a) Subject to exceptions listed in 
If 101-38.1305 through 101-38.1305-3. all 
motor vehicles acquired for use by execu¬ 
tive agencies shall be selected to achieve 
maximum fuel efficiency and shall be 
limited to the minimum body size, engine 
size, and operational equipment <if any) 
necessary to fulfill the operational needs 
for which the vehicles were acquired. 

<b) Subject to exceptions listed in 
f I 101-38.1305 through 101-38.1305-3. all 
motor vehicles operated by executive 
agencies shall be used on a pooled basis 
to encourage the highest level of utiliza¬ 
tion. 

(c) Executive agencies shall follow the 
provisions of 31 U.8.C. 638a<c> (2). which 
define and govern the use of motor vehi¬ 
cles for official purposes. 

(d) All requirements for rented motor 
vehicles exceeding the maximum order 
limitation established in Federal Supply 
Schedule Industrial Group 751, Motor 
Vehicle Rental Without Driver, shall be 
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submitted to the General Service* Ad¬ 
ministration as specified in § 101-39.601 
<a> and shall Include full Justification of 
the need for the vehicle and certification 
that the class (type) of vehicle required 
is in conformance with provisions 
thereof. 

<e> Executive agencies shall ensure 
that all agency-held motor vehicles re¬ 
ceive tuneups in accordance with the 
guidelines set forth In 4 101-38.1003. 

§ 101-38.1305 Mntidntory provision* 
* fleet in* the srqui*ilSon, um*, and rr- 
plaoemcnt of pflMfngrr automobile*. 

The acquisition of passenger auto¬ 
mobiles by an executive agency shall be 
limited to class IA. IB, or n (small, sub¬ 
compact. or compact) unless the agency 
certifies to the Administrator of Gen¬ 
eral Services that a larger class vehicle 
is essential to the agency's mission. 

§ 101-38.1305-1 I^argr ftedam and lirn* 
oo»in«s. 

(a) Use of Government limousines 
(class V) and large (class IV) sedans 
shall be eliminated. Exceptions shall be 
made only for the President and Vice 
President and for security and highly 
essential needs. Executive agencies shall 


certify all exceptions to the Administra¬ 
tor of General Services. 

(b) All classes IV and V sedans shall 
be replaced by doss II or smaller sedans 
unless a class m Is absolutely essential 
to the agency's mission and certified ac¬ 
cordingly to the Administrator of Gen¬ 
eral Services. 

§ 101-38.1303-2 Uw enforcement pa*- 
Kfnitrr automobile*. 

Passenger automobiles exceeding 
classes IA, IB. and 21 in size shall be 
certified by the head of the law enforce¬ 
ment agency to the Administrator of 
General Services as essential for the 
security and safety of Its law enforce¬ 
ment mission. 

§ 101-38.1305-3 Diplomatic pawngrr 

automobile'. 

Passenger automobiles exceeding 
classes IA. IB. and II In size shall be 
certified by the appropriate official in the 
Department of State to the Administra¬ 
tor of General Services as being essential 
for the security of diplomatic officials. 

Subparts 101-38.14-101-3&48— 
[Reserved] 

(See. 206(c). 63 SUL 390; (40 UJ3.C. 486(c))) 

Effective date: This regulation Is effec¬ 
tive January 1.1977. 


The General Services Administration 
has determined that this document does 
not contain a major proposal requiring 
preparation of an Inflation Impact 
Statement under Executive Order 11821 
and OMB Circular A-107. 

Dated: January 4,1977. 

Jack Eckerd, 
Administrator 
of General Services. 

(PR Doc.77-823 Piled 1-6-77;9:54 ami 


Title 34—Government Management 

CHAPTER II—GENERAL SERVICES 
ADMINISTRATION 

PART 232—FEDERAL ENERGY 
CONSERVATION 

Federal Motor Vehicle Management 

Cross Reference: For a document 
which redesignates and transfers the 
provisions of 34 CFR Part 232. Appendix 
A. to 41 CFR Part 101-38. Subpart 101- 
38.13, see FR Doc. 77-825 appearing un¬ 
der Title 41 In the Rules and Regulations 
section of this issue of the Federal 
Register. 
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proposed rules 



DEPARTMENT OF AGRICULTURE 

Rural Electrification Administration 
[ 7 CFR Part 1701 ] 

RURAL TELEPHONE PROGRAM 

Proposed Revised Pages of REA Specifica¬ 
tion PE-71 for Inside Wiring Cabte 

Notice is hereby given that, pursuant 
to the Rural Electrification Act, as 
amended <7 U.8.C, 901 et scq.). REA pro¬ 
poses to revise REA Bulletin 345-59 to 
announce revised pages 6 and 10 and new 
page 10a of REA Specification PE-71 for 
inside wiring cable. On issuance of REA 
Bulletin 345-59, Appendix A to Part 1701 
will be modified accordingly. 

Persons Interested in the revised pages 
of the specification may submit written 
data, views or comments to the Director, 
Telephone Operations and Standards Di¬ 
vision. Rural Electrification Administra¬ 
tion. Room 1355. South Building, US. 
Department of Agriculture. Washington, 
D.C. 20250 on or before February 7, 1977. 
AU written submissions made pursuant 
to this notice will be mode available for 
public inspection at the Office of the 
Director, Telephone Operations and 
Standards Division during regular busi¬ 
ness hours. 

A copy of the revised pages 6 and 10, 
and new page 10a to REA Specification 
PE-71 may be secured in person or by 
written request from the Director, Tele¬ 
phone Operations and Standards Divi¬ 
sion. 

The text of revised REA Bulletin 345- 
59 announcing the revised pages of the 
specification is as follows: 

KF.A Bm.ijttik 345 59 

SUBJECT: REA Specification PE 71 for 
libido Wiring Cable. 

I- Purpose; To announce Lsauance of re- 
vlaed pagos 6 and 10 and new page 10 a of 
REA Specification PE-71 for Inalde Wlrtug 
Cable. 

n. General Change* have been made re- 
qulrlng binder threads or tapes, core covering 
and Blitting cord to be made of nonhygro- 
■copic and non w irking materials In addition, 
a tost procedure lu established to determine 
that the completed cable meets long-term 
electrical stability requirements after having 
been subjected to high relative humidity and 
temperature cycling. 

The revised pages 6 and 10 and new page 
10a will each bear a revision date of January 
1977. Pages 6 and 10 of REA Specification PE- 
71 dated March 1971 should be removed and 
replaced by the enclosed pages dated Janu¬ 
ary 1977. These changes become effective 
April I, 1977 

nr. Availability oj Specification Changes: 
Copies of the revised pages and new page of 
PE-71 will be furnished by REA upon re¬ 
quest. Questions concerning these changes 
may be referred to the Chief, Outside Plant 
Branch, Telephone Operations and Standards 


Division. Rural Electrification Administra¬ 
tion, US. Department of Agriculture. Wash¬ 
ington, DC. 20260. telephone number 202 
447-3527. 

Dated: December 22, 1976. 

C. R Ballard. 

Assistant Administrator — Telephone . 
|FR Doc 77 345 Piled 1-6-76:8:45 am) 


[7 CFR Part 1701] 

RURAL TELEPHONE PROGRAM 

Proposed Revised Pages of REA Specifica¬ 
tion PE-72 for Switchboard Cables 

Notice is hereby given that, pursuant 
to the Rural Electrification Act. as 
amended <7 U8C 901 et seq.). REA pro¬ 
poses to revise REA Bulletin 345-61 to 
announce revised pages 5. 6. 10 and new 
page 10a of REA Specification PE-72 Tor 
switchboard cables. On issuance of REA 
Bulletin 345-61, Appendix A to Part 1701 
will be modified accordingly. 

Persons interested in the revised pages 
of the specification may submit written 
data, views or comments to the Director, 
Telephone Operations and Standards Di¬ 
vision, Rural Electrification Administra¬ 
tion, Room 1355, South Building. U.8. 
Department of Agriculture, Washington. 
D.C. 20250, on or before February’ 7. 1977. 
All written submissions made pursuant 
to this notice will be made available for 
public inspection at the Office of the 
Director, Telephone Operations and 
Standards Division during regular busi¬ 
ness hours 

A copy of the revised pages 5, 6.10 and 
new page 10a to REA Specification PE- 
72 may be secured in person or by writ¬ 
ten request from the Director. Telephone 
Operations and Standards Division. 

The text of revised REA Bulletin 345- 
61 announcing the revised pages of the 
specification is as follows: 

REA Buixmi* 345-61 

SUBJECT: REA Specification PE 72 for 
Switchboard Cables 

I. Purpose: To announce issuance of re¬ 
vised pages 6 . 6 , 10 and new page 10 a of REA 
Specification PE-72 for Switchboard Cables. 

II General: Changes have been mode re¬ 
quiring binder threads or tape*, core cover¬ 
ing and slitting cord to be made of nonhygro- 
&coplc and nonwloklng materials. In addition, 
a test procedure la established to determine 
that the completed cable meets long-term 
electrical stability requirements after having 
been subjected to high relative humidity and 
temperature cycling. 

The revised pages 6 . 6 . 10 and new page 
10 a will each bear a revision date of Janu¬ 
ary 1977. Pages 5. 6 and 10 of REA Specifica¬ 
tion PE-72 dated February 1970 should oe 
removed and replaced by the enclosed page* 
dated January 1977. These changes become 
effective April 1,1977, 


III. Availability of Specification Change.' 
Coplea of the revised pages and new page 
of PE-72 will be furnished by REA upon 
request. Questions concerning these changes 
may be referred to the Chief. Outside Plant 
Branch. Telephone Operations and Stand¬ 
ards Division. Rural Electrification Admin¬ 
istration. US. Department of Agriculture. 
Washington, DC. 20260. telephone number 
202-447-3827. 

Dated: Dec. 22. 1976. 

C. R. Ballard. 

Assistant Administrator — Telephone. 

|FR Doc.77-346 Filed 1-4 77:8:46 sm| 


Food and Nutrition Service 
[ 7 CFR Parts 270. 271, 275 ] 

| Arndt. 991 

FOOD STAMP PROGRAM 

Proposed Rulemaking Regarding Coupon 
Vendors and State Agencies 

Pursuant to the authority contained in 
the Food Stamp Act of 1964, as amended 
<7 UJ3.C. 2011-2026), noUce is hereby 
given that the Food and Nutrition Serv¬ 
ice, Department of Agriculture, intends 
to amend Parts 270, 271, and 275 of Its 
regulations governing the operation of 
the Food Stamp Program. These regula¬ 
tory provisions are proposed in response 
to Congressional directive* contained in 
the “Emergency Food Stamp Vendor 
Accountability Act of 1976/’ (Pub. L. 
94-339: July 5, 1976*, hereinafter re¬ 
ferred to as the Emergency Accountabil¬ 
ity Act. 

Those sections of the Emergency Ac¬ 
countability Act. amending the Food 
Stamp Act of 1964 at secUons 6 <b» < 1 * 
and <cHl> and at sections 7(d) <2)(A), 
(3) (A), <4) (A). (5) (A), specifically 

direct the Secretary to promulgate reg¬ 
ulations setting forth duties and respon¬ 
sibilities of coupon vendors and State 
agencies. Sections of the Emergency Ac¬ 
countability Act. Incorporated as new 
sections 6(b)(1) and 7(d) <6> of the Food 
Stamp Act. specifically grant authority 
to the Secretary to promulgate regula¬ 
tions imposing reporting requirements on 
State agencies and coupon vendors. This 
rulemaking executes those explicit Con¬ 
gressional directives and proposes needed 
improvements in the coupon and cash 
accountability provisions of the Food 
Stamp Program. 

The urgent need for stricter controls 
on coupon vendors and State agencies is 
detailed in the Senate * 1 and House : Re- 


1 Senate Report No. 94-714 (March 29, 
1976). 

1 Hour* Report No. 94-1282 (June 18. 
1978). 
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ports on the Emergency Accountability 
Act. Those reports point out. for example, 
that ••• • • vendors have wrongfully 
withheld money they accumulated from 
the sale of food stamp coupons, and 
♦ • • used the money for their own 
purposes." <Senate Report, at 4.) A De¬ 
partment of Agriculture nationwide 
audit, begun In October 1975. discovered 
that 1.300 food stamp vendors **• • • 
apparently were not making timely de¬ 
posits of the money they had collected 
on food stamp purchases, land thatl 12 
vendors were unable to account for $5.- 
669.840 between sales and derod Is. and 
14 were found to be slow In making 
deposits that totaled $6,831,428." (Senate 
Report, at 4. 5.) Moreover, the 8enate 
and House Reports make clear that some 
State agencies have not exercised suffi¬ 
cient control over Issuance and account¬ 
ability sytems. <8ee Senate Report, at 5. 
and House Report, at 7.1 The Senate 
Report, at 5, concluded that **• • • 
Itlimely and accurate reports of receipts 
and deposits are necessary to enable 
States to monitor vendor activities ade¬ 
quately." Departmental audits have 
identified serious vendor abuses and re¬ 
lated problems; these include the dis¬ 
covery of coupon Inventory shortages, 
vendor failure to establish separate ac¬ 
counts for food stamp funds, and the use 
of food stamp receipts for personal bene¬ 
fit.* * The House Report pointed out that 
Deportment audits of 79 selected agents 
revealed late deposits of $18,500,000. 
coupon shortages of $98,000. and nonde¬ 
posits of over $6,000,000.* Subsequent De¬ 
partmental investigations uncovered ad¬ 
ditional instances of late deposits, short¬ 
ages. and nondeposits A tabulation of 
the results of those investigations ts con¬ 
tained in the House Report, supra, at 6. 

The regulations proposed herein are 
designed to reduce or eliminate the 
vendor abases identified In Congressional 
Reports and Departmental Investiga¬ 
tions. The regulations strengthen State 
and Federal controls over vendor activity 
and establish procedures to closely moni¬ 
tor food stamp inventories to safeguard 
against vendor misuse and minimize 
coupon and cash exposure to loss. 

Additionally, these regulations specify 
State agency and vendor responsibilities 
for coupon and cash receipts; set forth 
standards for the delivery of coupon In¬ 
ventories; and provide. In accordance 
with the Emergency Accountability Act, 
that coupon vendors are fiduciaries of 
the Federal Government and that funds 
they receive are Federal funds. The reg¬ 
ulations also restate the criminal sanc¬ 
tions Imposed by the Emergency Ac¬ 
countability Act for violations of the 
regulations promulgated by the 
Secretary. 

Part of Section 3 of the Emergency 
Accountability Act, Incorporated as Sec¬ 
tion 6(c) (1) of the Food Stamp Act, re¬ 


* Senate Report, supra. 

• House Report, supra, at 5. See also “Sum¬ 

mary of Reviews made of Pood Stamp Plecal 
Operations,** USDA Office of Audit, Report No. 
2799 8-Hy (March 30. 1976). 


quires the Secretary to establish proced¬ 
ures for safeguarding coupons In the pos¬ 
session of vendors. However, specific reg¬ 
ulatory requirements for security pro¬ 
visions are being deferred and 7 CFR 
271.6(d)(2) is reserved for future rule¬ 
making. Receipts from coupon issuances, 
as provided by 7 CFR 271.6(e). are also 
to be safeguarded in the manner to be 
prescribed by 7 CFR 271.6(d)(2). Be¬ 
cause of the variety of coupon storage 
and Issuance facilities currently In use, 
security procedures adaptable to each lo¬ 
cation are difficult to specify. The com¬ 
ment period affords an opportunity for 
interested persons to suggest minimum 
security standards, recognizing the pos¬ 
sibility of criminal prosecution for failure 
to comply with such regulations as re¬ 
quired by new Section 6(c)(2) of the 
Food Stamp Act Currently, suggested 
security measures and a security check¬ 
list for food coupon vendors are outlined 
in FNS<FS> Instruction 733-3. A Secur¬ 
ity Program for Governmental Issuance 
Offices, which may serve as a useful re¬ 
ference to those interested in comment¬ 
ing.* 

Amendments to 7 CFR 270.3(b) and 
275.15(j) (2). on Issuance agent contrac¬ 
tual criteria and on payments to outlets 
for food stamp transactions, were pro¬ 
posed at 41 FR 11532 (March 19. 1976). 
These proposals stipulate provisions for 
Issuance contracts and provide that pay¬ 
ments to vendors be withheld until the 
State agencies receive transacted sales 
records and confirmations of deposits. 
Some technical changes were made on 
the basis of comments already received; 
and the proposed amendments, with re¬ 
visions. are republished In proposed form 
herewith. Specifically, the language pre¬ 
viously amending 7 CFR 27 03(b ) has 
been republished as part of 7 CFR 271.6 
(g)(1). Comments previously received on 
these amendments will again be consid¬ 
ered. Additional comments will be con¬ 
sidered prior to isulng the final regula¬ 
tory amendment 

Under these regulations, employees of 
the State agency, other agencies of the 
State, and political subdivisions, engaged 
in the Issuance of coupons are Included 
within the definition of "coupon vendor" 
and are subject to all penalties prescribed 
for coupon vendors. However, the regula¬ 
tions. in a manner consistent with sec¬ 
tions 3(0) and 7(d)(7) of the Food 
Stamp Act, as amended, exclude the U.S. 
Postal Service from the definition of 
"coupon vendor" for the purposes of the 
regulations. The Postal Service regula¬ 
tory exemptions are In accord with the 
Congressional Intent set forth In the 
House and Senate Reports where it was 
stated that "• • • rtlhe term ‘coupon 
vendor* Li not Intended to Include the 
Federal Government itself or Its employ¬ 
ees where arrangements have been made 


* CoplMt of FNS Instruction 733-6 and th* 
USDA Office of Audit Report No. 2790-6-Hy 
may be obtained upon request from: Nancy 
Snyder. Director. Food Stamp Division, Food 
and Nutrition Service. US. Department of 
Agriculture. Washington. DC. 20250. 


for one of its agencies to issue food 
stamps—for example where the Secre¬ 
tary and the Postal Service have estab¬ 
lished a program for the Postal Service 
to provide issuance services." (Senate 
Report at 7. House Report at 8.) The 
statutory and regulatory exemptions re¬ 
garding the Postal Service will provide 
the flexibility needed to accommodate the 
policies and requirements of the Postal 
Service and insure Its continued partici¬ 
pation in the Food Stamp Program. 

Interested parties should submit writ¬ 
ten comments, suggestions, or objections^ 
regarding the proposed amendments to 
Nancy Snyder. Director, Food Stamp Di¬ 
vision. Food and Nutrition Service. Unit¬ 
ed States Department of Agriculture. 
Washington, D.C. 20250. not later than 
February 7. 1977. All comments, sug¬ 
gestions or objections received by this 
date will be assured of consideration be¬ 
fore final regulations are issued. 

All written comments, suggestions, or 
objections will be open to public inspec¬ 
tion pursuant to 7 CFR 1.27(b) at the 
Office of the Director. Food Stamp Di¬ 
vision. Room 650. 500 12th Street. S.W.. 
Washington. D.C.. during regular busi¬ 
ness hours (8:30 a.m. to 5:00 p.m. Mon- 
dav through Friday). 

The new provisions governing the set¬ 
ting aside of all funds collected from 
the sale of coupons as Federal funds. 7 
CFR 271.6(h)(4), their prompt deposit. 

7 CFR 271.6(h)(5), and the criminal 
penalties applicable for failure to do so. 
and the provisions of 7 CFR 271.6(e) (1) 
concerning State agency arrangements 
for deposits, shall be effective upon final 
publication of the regulations. New pro- 
vtaions defining a coupon vendor. 7 CFR 
2703(nn>. and governing the responsi¬ 
bilities of FNS. in 7 CFR 271.6(a) <1>- 
(4), shall also be effective upon final 
publication. 

All other rvised provisions governing 
State agency and coupon vendor respon¬ 
sibilities shall be implemented by the 
State agencies not later than Septem¬ 
ber 30. 1977. These provisions shall be 
implemented concurrently with or fol¬ 
lowing implementation of an electronic 
funds transfer system to be used for the 
deposit of and accounting for food stamp 
cash receipts. 

At the present time FNS is developing 
a nationwide Electronic Funds Transfer 
System (EFT8). A small pilot EFTS is 
operating in several project areas on the 
East and West coasts. Under this system 
Issuance agents deposit food stamp sales 
receipts in an account established at a 
local bank (bank issuance agents will 
act as their own local bank). After each 
deposit, the agent places a telephone 
call (toll free) to a commercial service; 
this service collects deposit information 
and on a daily basis transmits this in¬ 
formation. via telecommunications, to a 
concentration bank. This bank collects 
the cash deposited in the local banks and 
transfers the money, via wire, to the 
FNS Treasury account. The system will 
provide State agencies and FNS with 
reports on each agent's depositing 
activities. 
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Therefore, it is proposed’to amend 
Parts 2 70, 3 71, and 275 of Chapter n. 
Title 7 CFR as follows: 

PART 270—GENERAL INFORMATION 
AND DEFINITIONS 

1. Section 270.2 is amended by adding 
a new paragraph <nn> to read as follows: 

§ 270.2 Definitions. 

• • • • • 

<nn) “Coupon vendor" means any 
person, partnership, corporation, orga¬ 
nization. political subdivision, or other 
entity with which a State agency has 
contracted for, or to which it has dele¬ 
gated administrative responsibilities in 
connection with, the issuance of coupons 
to eligible households. Offices of the 
United States Postal Service shall not 
be considered coupon vendors for the 
purposes of these regulations. 

2. Section 270.4 is amended by adding 
new paragraphs (e), (f), and (g> to read 
as follows: 

§ 270.4 Coupon* a* obligation* of tbe 
I'nitrd Slate*, crimes and ofTrnsr*. 

i • • • ■ 

(e > Pursuant to 8ection 6 and 7 of the 
Pood Stamp Act. any coupon vendor, or 
any officer, employee, or agent thereof 
shall be subject to a fine of not more than 
$3,000 or imprisonment for not more than 
one year, or both, upon being convicted 
of the following acts: 

(1) Violations of regulations relevant 
to the delivery of coupons and the cus¬ 
tody, care, control and storage of cou¬ 
pons in the hands of coupon vendors to 
Nccure such coupons against theft, em¬ 
bezzlement. misuse, loss, or destruction 
in accordance with 9 271.6(d) <2>; 

(2) Failure to provide FNS with a 
monthly report of inventory levels in ac¬ 
cordance with i 271.6(b) (3); 

<3> Failure to deposit funds derived 
from the sale of coupons in accordance 
with 9 271.6<h) (5); 

( 4) Failure to provide the State agency 
with a written notice confirming such 
deposits in accordance with 1271.6(h) 

<6>: or 

<5> Failure to provide FNS with a 
monthly written report of issuance oper¬ 
ations in accordance with 1271.6(h)(7). 

-(f) Pursuant to Sections 6<b> and 7 
<d> of the Food 8tamp Act. any coupon 
vendor, or any officer, employee, or agent 
thereof, who knowingly provides false in¬ 
formation in any report required by 
9 271.6(h) shall, upon conviction, be sub¬ 
ject to a fine of not more than $10,000, 
or imprisonment for not more than 10 
years, or both. 

<g> Pursuant to Section 7(d)(3) of the 
Food Stamp Act, any coupon vendor, or 
any officer, employee, or agent thereof, 
convicted of using funds derived from the 
sale of coupons for the benefit of any 
person, partnership, corporation, associa¬ 
tion, organization, or entity other than 
the Federal Government, prior to the de¬ 
posit of such funds as required by these 
regulations, shall be subject to a fine of 
not more than $10,000. or a sum equal 


to the amount of funds involved in the 
violation, whichever is the greater, or 
imprisonment for not more than ten 
years, or both; Provided. That if the 
Amount of such funds is less than $1,000, 
such vendor shall be subject to a fine of 
not more than $3,000. or imprisonment 
for not more than one year, or both. 


PART 271—PARTICIPATION OF STATE 
AGENCIES AND ELIGIBLE HOUSEHOLDS 

3. Section 271 6 is amended by delet¬ 
ing paragraphs (b) and (f). Paragraph 
(a) is amended. Paragraphs (c). (d>, and 
(e> are relcttered <b). (c), and (cX6), 
respectively, and the newly designated 
paragraph (b) and the first sentence of 
paragraph (c> arc amended. New para¬ 
graphs (d), <e>, (f). <g). and <h) are 
added. Paragraphs <g), ch). and <i» are 
relettered (I), (J>, and (k), respectively, 
and newly designated paragraph (I) is 
revised and redesignated paragraph (J) 
b amended. The new and amended para¬ 
graphs of 9 271.6 read as follows: 

§ 271.6 Method* of diMrthuting, i**uing, 
and arrounting for coupon* and re¬ 
ceipt*. 

(a) Responsibilities of FNS . <1) FNS 
shall distribute coupons, printed in such 
denominations as it may determine nec¬ 
essary, directly U> the receiving points 
the State agency has designated In its 
Plan of Operation. FN8 shall bear the 
risk of loss for coupons while in transit 
to receiving points. 

(2) FNS shall promptly advise the 
State agency when coupons are shipped 
to receiving points. 

(3) FNS shall assess the reasonable¬ 
ness and propriety of food stamp requisi¬ 
tions submitted by 8tate agencies based 
on prior months* inventory changes and 
shall notify the 8tatc agency of all ad¬ 
justments to such requisitions regardless 
of who initiated the change. 

(4) FNS shall notify the State agency 
each time there is a change in the cou¬ 
pon allotment tables. 

(5) FNS shall review monthly reports 
of vendors* activities, submitted through 
the State agency in accordance with 
9 271.6(h)(7). for adequacy, accuracy, 
and reasonableness; reconcile cash with 
reports issued by the Federal Reserve 
Banks: and reconcile inventory with 
shipping records maintained by FNS. 
FNS shall review State agency verifi¬ 
cation of coupon vendor monthly reports 
and reserves the right to supplement this 
review by unannounced spot checks of 
inventory levels at selected receiving and 
issuance points. 

(6> FNS shall review monthly reports 
from the State agency submitted in ac¬ 
cordance with 9 271.6(f) for adequacy 
accuracy, and reasonableness. 

<7> FNS may bill the State agency on 
a monthly basis for fiscal discrepancies 
as provided in 9 271.7 of this subchapter. 

<b> State agency responsibilities for 
issuance. The State agency is responsible 
for the acceptance, storage, and protec¬ 
tion of coupons, after delivery to receiv¬ 
ing points within the State; the issuance 


of coupons to eligible households; the 
control and accountability for coupons 
and cash receipts: and the submission to 
FNS of verified vendor activity reports 
and other reports in accordance with 
the provisions of this subchapter. The 
State agency shall monitor the activities 
of Individual coupon vendors to assure 
compliance with the requirements of 
9 271.6(h). shall identify and correct de¬ 
ficiencies and report violations of the 
Food Stamp Act or regulations to FN8. 
Notwithstanding any other provisions of 
this subchapter, and notwithstanding 
any contractual agreement between 
State agencies and coupon vendors. 
State agencies shall retain fiscal liability 
on claims asserted under 9 271.7 and shall 
be responsible for the compliance of cou¬ 
pon vendors with all applicable program 
requirements. 

(c> Method of Coupon Issuance. The 
8tate agency shall arrange for the issu¬ 
ance of coupons to eligible households 
and for the collection of sums required 
from eligible households for the purchase 
requirement. 

• • • • • 

(d) State agency responsibilities for 
coupon accountability . (1) The State 
agency shall arrange for the ordering of 
coupons and the prompt verification of 
and the receipting for the contents of 
each coupon shirment. The State agency 
shall furnish FNS with the name of the 
person or persons authorized to sign re¬ 
ceipts which acknowledge delivery of cou¬ 
pons. Deliveries of coupons shall be made 
only after an authorized person has 
signed the proper receipt. 

(2) (Reserved for coupon security re¬ 
quirements.) 

(3) The 8tate agency shall monitor 
coupon Inventories in the hands of re¬ 
ceiving and issuance" points to ensure 
inventories are at proper levels and are 
not In excess of the reasonable needs of 
such vendors. The State agency shall, at 
a minimum: 

<i) Consider, among other things, in 
determining the reasonable needs of 
coupon vendors for inventory levels, the 
ease and feasibility of resupplying such 
inventories from bulk storage supplies 
within the State as well as the shipments 
of coupons from FNS Such inventory 
levels shall not exceed a six month sup¬ 
ply at either receiving or Issuance points. 
The six month limitation applies to cou¬ 
pons on order in addition to coupons on 
hand at the issuance point 

(11) Establish an accounting system for 
monitoring the activities of each receiv¬ 
ing and issuance point. The State agency 
shall review the monthly coupon Inven¬ 
tory reports from receiving and issuance 
points and shall determine the propriety 
and reasonableness of these inventories. 
Perpetual inventory records. Advices of 
Shipment, transfer documents, reports of 
returned Public Assistance Withholding 
(PAW» and mail issued coupons, reports 
of replacements of undelivered PAW and 
mail issued coupons, reports of improp¬ 
erly manufactured or mutilated cou¬ 
pons and rifi>orts of shortage or overage 
of food coupon books shall be used by the 
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State agency to assure the accuracy of 
monthly coupon Inventory reports, com¬ 
pliance with Inventory levels as required 
by subsection 3(1) of this subsection and 
the accuracy and reasonableness of cou¬ 
pon orders. 

(Ill) Take one unannounced physical 
Inventory, at least yearly, at each bank 
and bulk storage facility: and. at least 
semiannually, at all other issuance 
points. 

(4) The State agency shall require 
every official or employee, except officials 
and employees of the United States 
Postal Service, who is responsible for re¬ 
ceiving and Issuing coupons or accepting 
cash or other receipts from eligible 
households to be covered by an appropri¬ 
ate form of surety bond in favor of the 
State agency. The amount of such surety 
bond shall be adequate to protect the fi¬ 
nancial Interests of the State agency. 

(e) State agency responsibilities for 
arranging for accounting for cash re¬ 
ceipts. (1) The State agency shall ar¬ 
range for the continuous safeguarding of 
all receipts from coupon sales In accord¬ 
ance with the security requirements for 
coupons required by {271.6(d)(2). The 
State agency shall arrange for the trans¬ 
fer of funds, received from the sale of 
coupons, to the appropriate Federal Re¬ 
serve Bank (FRB> to the credit of the 
Treasurer of the United States via nego¬ 
tiable instruments or electronic funds 
transfers. The State agency shall arrange 
for the completion and delivery of a de¬ 
posit document with each transmittal of 
funds to the FRB or shall provide for 
electronic funds transfers. Each such 
transfer of funds, as prescribed by FNS. 
sludl be considered one deposit. The 
State agency shall provide that funds re¬ 
ceived from coupon sales be deposited at 
least weekly; Proirtded. That when such 
funds accumulate to $1,000 or more at 
any coupon sales location, the State 
agency shall arrange for the deposit of 
such funds to the FRB within one bank¬ 
ing day following the day when the funds 
reached or exceeded $1,000. unless 
extraordinary conditions prevent such 
deposit, in which case such deposit shall 
be made within two banking days follow¬ 
ing the accumulation of such amount: 
and Provided further. That the State 
agency shall arrange for the deposit of 
all collections on hand, at any sales loca¬ 
tion at the end of the issuance month, 
regardless of amount, within one banking 
day following the last issuance day of the 
month, unless extraordinary conditions 
prevent such depdfclt, in which case such 
deposit shall be made within two banking 
days following the end of the issuance 
month. 

(2) The State agency shall establish an 
accounting system to monitor compli¬ 
ance with the depositing requirements* 
The State agency shall compare notices 
of deposit received from coupon vendors, 
as required in $ 271.6(h) (6>. agatnst ATP 
cards supporting such deposit* for ac¬ 
curacy and compliance with depositing 
frequencies as outlined In 8 271.6(h)(5). 
The State agency shall further reconcile 
such records against monthly reports re¬ 


ceived from such vendors, as required in 
8 271.6(h) (7>. and confirm that deposits 
were made to the Treasury account of 
FNS. 

(f) State agency reporting require¬ 
ments, (1) The State agency shall re¬ 
view monthly reports received from cou¬ 
pon vendors, as required in 8 271.6(h), 
for adequacy, accuracy, and reasonable¬ 
ness through the accounting system es¬ 
tablished in 88 271.6(d)(3) and (e)(2). 
The State agency shall attest to the ac¬ 
curacy of these reports and submit them 
to FNS with consolidated reports sum¬ 
marizing coupon vendor activity. 

(2) In any issuance system which uses 
ATP cards, the State agency shall fur¬ 
ther reconcile all coupon issuances with 
a master file of certified eligible house¬ 
holds. The State agency shall report 
monthly to FNS. on a consolidated basis, 
the results of such reconciliation. 

(g) Issuance contracts. (1) In accord¬ 
ance with 8 270.3(b). the State agency 
may delegate, by contract, the duty to 
issue coupons to a coupon vendor. All 
contracts with coupon vendors shall be 
made in accordance with the procure¬ 
ment standards contained in 8 275.15 of 
this subcliapter. 

(2) The State agency shall include in 
issuance contracts provision for the pay¬ 
ment of interest on late deposits at 6 per 
centum per annum which interest shall 
be compounded dally from the date on 
which receipts were due to be deposited 
through the actual date of deposit. 

(3) The State agency shall not con¬ 
tract for the issuance of coupons with 
any firm, or agency thereof, which is 
authorized to redeem coupons from 
households unless the 8tate agency, with 
FNS concurrence, determines that such 
an arrangement would best achieve the 
purposes of the program. 

(h> ResponsibUifies of coupon vendors . 

(i) Coupon vendors shall promptly verify 
and receipt for the contents of each cou¬ 
pon shipment delivered to them and 
shall be administratively responsible for 
the custody, care, control, and storage 
of coupons to secure such coupons 
against theft, embezzlement, misuse, loss, 
or destruction in accordance with writ¬ 
ten instructions issued by State agencies 
pursuant to 8 271.6(d) of this subchapter. 

(2) Coupon vendors shall maintain a 
proper level of coupon Inventory, not in 
excess of reasonable needs, taking into 
consideration the ease and feasibility of 
resupplying such coupon inventories. 
The inventory levels shall not exceed a 
six month supply In accordance with 
8 271 6(d) <3)(i>. 

(3) Coupon vendors shall report 
monthly to FNS. through the State 
agency, on their inventory levels and 
shall forward to the State agency sup¬ 
porting documents for all coupon ship¬ 
ments and transfers. 

(4) Coupon vendors shall receive txinds 
from the .sale of coupons as fiduciaries of 
the Federal Government. Coupon vendors 
shall immediately set aside all such funds 
as funds of the Federal Government, 
shall deposit the funds in the manner 
prescribed in 8 271.6<h) (5) and shall not 


use such funds, prior to deposit, for the 
benefits of any person, partnership, cor¬ 
poration, association, organization, or 
entity other than the Federal Govern¬ 
ment. All such funds, prior to deposit, 
shall be safeguarded at all times from 
theft, embezzlement, misuse, loss or de¬ 
struction os required by 8 271.6(d)(2) for 
the security of food coupons. 

(6) Coupon vendors shall transfer 
funds received from the sale of coupons 
to the appropriate FRB to the credit of 
the Treasurer of the United States via 
negotiable instruments or electronic 
funds transfers. Coupon vendors shall 
complete and send a deposit document 
with each transmittal of funds to the 
FRB or shall Initiate an electronic funds 
transfer. Each such transfer of funds, 
as prescribed by FNS, shall be considered 
one deposit. 

Coupon vendors shall deposit funds re¬ 
ceived from coupon sales at least weekly: 
Provided, That when such funds accumu¬ 
late to $1.000 or more at any coupon sales 
location, coupon vendors shall deposit 
such funds to the FRB within one bank¬ 
ing day following the dav when the funds 
reached or exceeded $1,000. unless ex¬ 
traordinary conditions prevent such de¬ 
posit. In which case such deposit shall be 
made within two banking days following 
the accumulation of such amounts: and 
Provided further , That coupon vendors 
shall deposit all collections on hand at any 
sales location at the end of the issuance 
month regardless of the amount of such 
funds within one banking day following 
the last Issuance day of the month, unless 
extraordinary conditions prevent such 
deposit, in which case such deposit shall 
be made within two banking days follow¬ 
ing the end of the issuance month; and 
Provided further. That with regard to a 
maximum of $1,200 per month from Pub¬ 
lic Assistance Withholding collections 
only, with the approval of the Secretary* 
deposit by a State agency in Its capacity 
a* a coupon vendor, shall occur when 
such amount has been deposited in a 
joint FNS-State agency special trust ac¬ 
count within the prescribed time limits. 
Such account shall be drawn upon by the 
State agency solely for the purpose of 
issuing refunds to PAW households elect¬ 
ing not to participate in the Food Stamp 
Program for the month in which the de¬ 
posit was made. Within two banking days 
after the last day of the month in which 
the deposit was made the 8tate agency 
shall arrange for the transfer of all un¬ 
used funds from such account to the ap¬ 
propriate FRB to the credit of the Treas¬ 
urer of the United States. 

(6> Coupon vendors shall, immediately 
upon deposit of funds from the sale of 
coupons, send a written notice to the 
State agency confirming such deposit 
The written notice shall be accompanied 
by a copy of the deposit document and. in 
issuance systems using ATP cards, the 
transacted ATP cards supporting such 
deposit At a minimum, the written no¬ 
tice shall contain: 

(i) The name and address of the cou¬ 
pon vendor; 
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<il> The total receipts derived from the 
distribution of coupons during the de¬ 
posit period; 

<iii> The amount of the deposit; 

<lv) The name and address of the de¬ 
pository; and 

On An oath, or affirmation, signed by 
the coupon vendor, or in the case of a 
corporation or other entity not a natural 
person, by an appropriate official of the 
coupon vendor, certifying that the In¬ 
formation contained in such notice is 
true and correct to the best of such per¬ 
son’s knowledge and belief. 

(7) Coupon vendors shall report 
monthly to FNS, through the 3tate 
agency, on issuance operations during 
the monthly reporting period. The report 
shall contain: 

<l> The name and address of the cou¬ 
pon vendor: 

<ii> The total receipts derived from the 
sale of coupons during the month; 

<ili) The total amount of deposits; 

(iv) The name and address of each de¬ 
pository receiving such funds: and 
<v) An oath, or affirmation, signed by 
the coupon vendor, or in the case of a 
corporation or other entity not a natural 
person, by an appropriate official of the 
coupon vendor, certifying that the infor¬ 
mation contained in the report is true 
and correct to the best of such person’s 
knowledge and belief. 

(i) State agency issuance instructions. 
The State agency shall issue written pro¬ 
gram instructions for personnel respon¬ 
sible for all activity in connection with 
the issuance of coupons. No State agency 
instruction, or interpretation of FNS in¬ 
structions. shall be issued without orior 
approval by FNS. unless FNS fails to 
respond to a request for approval within 
30 days after the acknowledgment of its 
receipt by FNS. 

<J> United States Postal Service. Fiscal 
practices with respect to funds collected 
from the sale of food coupons by the 
United 8tates Postal 8ervice and other 
responsibilities of the United States 
Postal Service in regard to the Issuance 
of food coupons are prescribed by inter¬ 
agency agreement between the United 
8tates Postal Service and the Depart¬ 
ment. 


4. Section 271.7 is amended by revising 
paragraph (d>, by adding new para¬ 
graphs <e) and (f) and redesignating 
present paragraphs <e> and <f) para¬ 
graphs (g> and <h), respectively. The 
new and amended paragraphs read as 
follows: 

§271.7 Financial Itabtlilir* of llic Slate 
agency. 


<d) The State agency shall be liable 
to FNS for any overissuance of coupons 
or undercollection of cash as a result of 
mathematical or changemaking errors 
by personnel of any issuing office. The 
State agency shall also be liable to FNS 
for the bonus value of all coupons pur¬ 
chased through the use of expired docu¬ 
ments or through the use of documents 


which are stolen or embezzled from, or 
lost by. the State agency. 

(e) The State agency shall be liable 
for the loss or late deposit of any funds 
collected, or that should have been col¬ 
lected. from the sale of coupons within 
the State. FNS may demand payment 
of Interest on late deposits at 6 per cen¬ 
tum per annum which interest shall be 
compounded daily from the date on 
which receipts were due to be deposited 
through the actual date of deposit. 

(f) FN8 may. on a monthly basis, 
make demand on each State agency for 
any losses of cash or coupons reported in 
accordance with 1271.6(f)(2) of this 
subchapter, or otherwise determined. 

• • • • • 
PART 27S—PAYMENT OF CERTAIN AD¬ 
MINISTRATIVE COSTS OF STATE AGEN¬ 
CIES 

5. 8ection 275.15 Is amended by adding 
to paragraph (J) (2) a new subpara¬ 
graph (v) to read as follows: 

§ 275.15 Prortirrmrnt MandarcL*.. 


(J) Contract provisions. • • • 

(2) Procixiorw. • • • 

(v) Contracts through which the State 
agency delegates its administrative re¬ 
sponsibility tor the issuance of coupons 
shall contain clear provisions for per¬ 
formance and compensation. Such con¬ 
tracts shall provide that State agencies 
shall make payment to the contractor 
for issuance services only after the State 
agencies receive: ATP cards representing 
the Issuance transaction; properly ex¬ 
ecuted reports accounting for the cash 
and coupons involved In the transac¬ 
tions; and written notices from the cou¬ 
pon vendors confirming the deposit of 
funds in accordance with $ 271.6 of this 
Part. 


Nora: It in hereby certified that the eco¬ 
nomic and Inflationary impact* of this pro¬ 
posed regulation have been carefully eval¬ 
uated In accordance with Executive Order 
11621. 

(78 8tat. 703. os amended. 7 U.S.C. 200)1- 
2026) 

(Catalog of Federal Domestic Assistance Pro¬ 
grams. No. 10.551, National Archives Refer¬ 
ence Services) 

Dated: January 3. 1977. 

Richard L. Fxltner. 
Assistant Secretary. 

I PR Doc.77-536 Piled 1-8-77:8:45 am] 


Animal and Plant Health Inspection 
Service 

[ 9 CFR Part 92 ] 

RESTRICTIONS ON IMPORTATION OF 
BIRDS 

Extension of Time for Submission of 
Comments 

Thta notice extends the time period for 
submitting written comments, data, views 
and other information with respect to 
proposed restrictions on importation of 


birds into the United 8tates, as pub¬ 
lished in tlie Fro krai. Register November 
12. 1976 (41 FR 50000), from December 
14. 1976 to February 12. 1977. Certain 
representatives of importers of birds have 
requested that the comment period be ex¬ 
tended an additional 60 days in order to 
give them adequate time to obtain rele¬ 
vant data and Information and to develop 
sound views and comments. 

Since the Department is interested in 
receiving meaningful views and com¬ 
ments, these circumstances are consid¬ 
ered ample justification for an extension 
of the time period originally allotted for 
submitting views and comments. 

Therefore, written comments and other 
material relating to this matter may be 
submitted to the Deputy Administrator, 
Animal and Plant Health Inspection 
Service. Veterinary Services. United 
States Department of Agriculture, Feder¬ 
al Building. Hyattsvllle. Maryland 20782. 
on or before February 12,1977. 

Done at Washington. DC., this 23rd 
day of December 1976. 

J. M. Hejl. 

Deputy Administrator , 
Veterinary Services. 

I PR Doc 76-38230 Filed 12 28-76.8:45 am] 

(Nora: ThU document la being reprinted 
entirely without change from the Lssue of 
Wednesday. December 29. 1976.) 

FEDERAL TRADE COMMISSION 
[16 CFR Part 438] 

ADVERTISING. DISCLOSURE, COOLING- 

OFF AND REFUND REQUIREMENTS 

CONCERNING PROPRIETARY VOCA¬ 
TIONAL AND HOME STUDY SCHOOLS 

Proposed Trade Regulation Rule; Public 

Availability of Staff Report to the Com¬ 
mission 

Pursuant to Section 1.13(g) of the 
Commission's Rules, the staff has made 
its report, containing its analysis of 
the record and Its recommendations as 
to the form of the final rule, to the Com¬ 
mission. The report is now available for 
public comment under Rule 1.13(h). 
Copies of the report may be obtained 
from the Public Reference Branch, Room 
130, Federal Trade Commission. 6th 
Street and Pennsylvania Avenue, N.W., 
Washington. D C. 20580. 

Comment will be accepted on both the 
staff report and the presiding officer’s re¬ 
port. which has previously been made 
public isee 41 FR 47267 (Oct. 26, 1976)). 
for a period of sixty days ending on 
March 8. 1977. Comments should be 
identified as “Comment on Presiding Of¬ 
ficer and Staff Reports—Vocational 
School TRR.“ and addressed to the Sec¬ 
retary. Federal Trade Commission. 6th 
Street and Pennsylvania Avenue. N.W., 
Washington. D.C. 20580. and submitted, 
when feasible and not burdensome, in 
five copies. 

The Commission cautions all con¬ 
cerned that the staff report has not been 
reviewed or adopted by the Commission, 
and that its publication should not be 
Interpreted as reflecting the present 
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views of the Commission or of any indi¬ 
vidual member thereof. 

By direction of the Commission, dated 
December 21, 1976. 

John F. Dugan, 
Actfag Secretary. 

| FR Doc.77Piled 1-0-77; 8:46 Am | 

CONSUMER PRODUCT SAFETY 
COMMISSION 

[ 16CFR Part 1301] 

REFUSE BINS 

Proposed Rule Under the Consumer Prod¬ 
uct Safety Act To Declare Certain Refuse 

Bins as Banned Hazardous Products 

The purpose of this document is for 
the Consumer Product Safety Commis¬ 
sion (Commission > to propose an amend¬ 
ment to provisions of the regulations 
under the Consumer Product Safety Act 
<CPSA> as U.S.C. 2051-2081) by de¬ 
claring as banned hazardous products 
certain unstable refuse bins having a ca¬ 
pacity greater than one cubic yard (fig¬ 
ure 1). The Commission is seeking writ¬ 
ten comment on the proposal and allow¬ 
ing an opportunity for oral presentation, 
as provided below. 

Background 

On January 3. 1976, Stephen R. Red¬ 
mond, the Commissioner of Health of 
Dutchess County. New York, petitioned 
the Commission to commence an appro¬ 
priate proceeding to establish safe de¬ 
sign criteria for the manufacture of ref¬ 
use bins. A report accompanying the 
petition gave details of two serious acci¬ 
dents that occurred when children were 
playing or swinging on alant-slded refuse 
bins. The bins capsized, injuring two 
children, one fatally. 

The petitioner believes that slant-sided 
refuse bins are unstable because the cen¬ 
ter of gravity is offset by virtue of their 
design and that any weight added to 
them, such as the weight of children 
hanging on or swinging on the slant side, 
tends to topple them. Therefore, he asks 
that corrective action be taken to pro¬ 
hibit further use of the unsafe bins and 
tliat safe design criteria be established 
for future use. 

Thereafter, the Commission staff un¬ 
dertook a study to determine the use 
patterns and the nature of the alleged 
hazards associated with unstable refuse 
bins described in the petition. 

The Commission staff studied nine in- 
depth investigation reports of accidents 
associated with refuse bins. Of the nine 
accidents, six were a result of refuse bins 
tipping over; five of these accidents were 
fatal. In all cases except one. the acci¬ 
dent pattern was similar to that cited by 
the petitioner. In that one exception, the 
bin appeared to have capsized spontane¬ 
ously. In addition, the Commission is 
aware of two other fatalities associated 
with refuse bins. 

Tests by the Commission’s Bureau of 
Engineering Sciences show that some 
slant-sided refuse bins with about a 
three cubic yard capacity can be tipped 
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over by a force of as little as 44 pounds 
acting horizontally or 55 pounds acting 
vertically downward on the lip of the 
bin. Influencing factors include the in¬ 
clination of the ground surface, the posi¬ 
tion of the lids, the orientation of the 
swivel wheels, and the location of the 
refuse w ithin the bln. 

The Commission's Office of Product 
Defect Identification iOPDI>. and field 
offices studied the nature of manufac¬ 
ture and use patterns of slant-sided ref¬ 
use bins. The OPDI survey indicates that 
some trash collection firms are aware 
of the inherent instability of their refuse 
bins and a few have modified units by 
adding braces or extensions to lessen the 
probability of capsizing. 

The Commission's Office of Informa¬ 
tion and Education previously issued an 
informational fact sheet on the hazards 
surrounding certain unstable trash bins. 

Summary or Proposal 

1. Jurisdictional scope of proposed ban. 
By virtue of the definition of the terms 
“distribute" and “commerce" in sections 
3(a) (11) and <12> of the CPSA (15 
U.8.C. 2052(a) (11) and (12)) the Com¬ 
mission has jurisdiction over consumer 
products which, among other things, are 
manufactured or offered for sale or dis¬ 
tributed. directly into or in a manner 
otherwise affecting, interstate commerce. 
More specifically, “distribution in com¬ 
merce" may include not only the sale, 
delivery for or the introduction, into In¬ 
terstate commerce, but the holding for 
sale or distribution after Introduction, 
into commerce. 

Based on this definition of “distribu¬ 
tion In commerce” which indicates that 
“distribution" is not limited to Miles, it 
is the Commission's Intention that the 
scope of this proposed ban will extend 
not only to the sale of those refuse bins 
declared to be banned hazardous prod¬ 
ucts but also to those banned bins which 
are the subject of a rental or lease trans¬ 
action. 

2. Size of banned Was. From six in- 
depth investigations for which dimen¬ 
sional data exists, the Commission found 
that the smallest bln involved in an in¬ 
cident causing Injury or death was 1.3 
cubic yards in volume. To allow for a rea¬ 
sonable margin of safety, it is the view 
of the Commission that a refuse bin 
with a volume of less than one cubic yard 
does not appear to pose on unreasonable 
risk of injury from tlpover. Therefore, 
the proposed ban applies to refuse bins 
having an internal volume greater than 
one cubic yard. 

3. Proposed banning criteria. The pro¬ 
posed criteria used for determining those 
refuse bins which ore banned are based 
upon the actual hazard pattern prevalent 
in most of the cases known to the Com¬ 
mission. Hie proposal provides that bins 
arc banned If they tip over when sub¬ 
jected to: (1) a vertically downward 
force of 191 pounds applied at a point 
most likely to cause Upping, or (2> a 
horizontal force of 70 pounds applied at 
a point and in a direction most likely to 
cause tipping. These criteria are sug¬ 
gested by a draft proposed standard de¬ 


veloped by the American NaUonal Stand¬ 
ards Institute <2245.3-1976>. 

The vertical downward force of 191 
liounds is based, in port, upon the weight 
of two 99Ih percentile eight year old 
females. Tests on representative bins dis¬ 
closed that Up-ovor will occur with as 
little as 55 lbs. verUcal force exerted on 
the lip Therefore, requiring a bln to 
withstand 191 pounds of verUcal down¬ 
ward force will provide the necessary 
margin of safety. 

Tests conducted by the Commission 
on bins similar to those which are the 
subject of this ban disclosed that Up- 
over will occur with as iitUe as 44 pounds 
horizontal force exerted on the lip of the 
bin. Other tests indicate that two eight 
year olds can pull horizontally with as 
much as 65 pounds. Therefore, in order 
to insure a margin of safety the hori¬ 
zontal force specified in the proposed bon 
is increased and set at 70 pounds. 

Effective Date 

Tiie Commission suggests in Uic pro¬ 
posal that the effective date be delayed 
for nine months after the ban is promul¬ 
gated as a final regulation. The Commis¬ 
sion believes that unstable bins may be 
made stable and therefore does not rec¬ 
ommend that these bins merely be dis¬ 
carded. Therefore, those persons and 
groups affected by this ban are encour¬ 
aged to use this period for retrofitting 
tiie bins so as to make them stable and 
thereby no longer subject to tiie proposed 
ban. Although the Commission believes 
that the necessary retrofit is a relatively 
simple task, the nine-month period is 
reasonable to allow those in this rather 
fragmented industry who are affected by 
the ban. to carry out tiie retrofit. 

Environmental Considerations 

Based updn an informal assessment of 
information presently available, the 
Commission anticipates no significant ef¬ 
fects on the natural environment from 
the proposed ban. However, the Commis¬ 
sion Is soliciting information and com¬ 
ments on the subject for its considera¬ 
tion prior to making & final decision on 
the need for an environmental impact 
statement The Commission anticipates 
it will make this decision by the end of 
January 1977 and urges all interested 
persons to provide views and data on 
this issue. 

Conclusion and Proposal 

Under sections 7 and 9 of the CPSA 
<15 U.S.C. 2056. 2058). the Commission 
has the authority to set standards and 
under sections 8 and 9 (15 U.8.C. 2057. 
2058) it has tiie authority to issue rules 
declaring that hazardous consumer prod¬ 
uct b are banned. Where the Commission 
determines that a consumer product is 
being, or will be. distributed in commerce 
and that it presents an unreasonable risk 
of Injury against which no feasible con¬ 
sumer product safety standard.under the 
CPSA can adequately protect the public. 
It may propose a rule declaring the 
product to be a banned hazardous prod¬ 
uct. 
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Based on tlie injury data, engineering 
analysis, and the apparently low inci¬ 
dence of modification of unstable refuse 
bins alluded to in the "Background 0 sec¬ 
tion, the Commission preliminarily de¬ 
termines that certain refuse bins having 
an internal volume greater than one 
cubic yard and which will Up over when 
subjected to a vertical downward force 
of 191 pounds or a horizontal force of 70 
pounds applied at a point and in the di¬ 
rection most likely to cause Upping, pre¬ 
sent an unreasonable risk of Injury, In 
addition, the Commission preliminarily 
determines that no feasible consumer 
product safety standard under the CPSA 
would adequately protect the public from 
Uie unreasonable risk of injury associ¬ 
ated with these refuse bins because a 
consumer product safety standard ad¬ 
dressing this unreasonable risk of injury 
would be applicable only to those bins 
manufactured after the effective date of 
the standard. In contrast, a consumer 
product safety rule declaring that certain 
refuse bins are banned hazardous prod¬ 
ucts can apply to those already in com¬ 
merce on the effective date of the ban. 

The Commission therefore proposes to 
declare that certain unstable refuse bins 
that fail to satisfy the criteria set out 
below, are banned hazardous products. 

Accordingly, pursuant to provisions of 
the CPSA (secs. 8 and 9), 86 Stat. 1215- 
17. as amended. 90 Stat. 506; 15 UB.C. 
2057, 2058), the Commtssion^proposes 
that Title 16, Chapter n, be amended by 
adding to Subchapter B the following 
new Port 1301; 

PART 1301—BANNED HAZARDOUS 
REFUSE BINS 

Bee. 

1301.1 Scope and application. 

1301.3 Purpose. 

1301.3 Definition*. 

1301.4 Banning criteria. 
uoi 5 Teat condition*. 

1301.6 Teat procedure* 

1301.7 Effective date. 

AtmtoatTY: Sec* 8. 9. 86 Stat 1215-1217, 
no amended. 00 Stat 006; 15 OS.C. 2057. 2068 

ft 1301.1 Scope and a ppliralion. 

In this Part 1301 the Consumer Prod¬ 
uct Safety Commission (Commission) 
declares certain refuse bins banned haz¬ 
ardous products under sections 8 and 9 
of the Consumer Product Safety Act 
(CPSA) (15 U-S.C. 2057 and 2058). This 
ban applies to those refuse bins which 
are being distributed in commerce after 
the effective date which do not meet the 
criteria of 6 1301.4 and which are pro¬ 
duced or distributed for sale to, or for 
the personal use. consumption or enjoy¬ 
ment of consumers in or around a per¬ 
manent or temporary household or resi¬ 
dence. a school, in recreation, or other¬ 
wise. The Commission has found that (a) 
these refuse bins are being, or will be 
distributed in commerce; <b> they pre¬ 
sent an unreasonable risk of injury; and 
<c) no feasible consumer product safety 
standard under the CP8A would ade¬ 
quately protect the public from the un¬ 
reasonable risk of injury associated with 
these products. The ban is applicable to 
those refuse bins having an internal vol¬ 
ume greater than one cubic yard which 
will tip over when subjected to the forces 
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described in { 1301.6 and which are In 
commerce or being distributed In com¬ 
merce after the effective date of the ban. 
Such refuse bins when they are the sub¬ 
ject of rental or lease transactions in¬ 
volving owners of refuse bins or refuse 
collection agencies and persons who 
make such refuse bins available for use 
by the public, are considered to be dis¬ 
tributed in commerce and therefore come 
within the scope of this ban. 

§ 1301.2 Purpose. 

The purpose of this rule is to ban cer¬ 
tain refuse bins which have been found 
to present an unreasonable risk of in¬ 
jury due to tip-over resulting in serious 
injury or death from crushing. 

ft 1301.3 Definition-. 

fa) The definitions in section 3 of the 
Consumer Product Safety Act (15 U.8.C. 
2052) apply to this Part 1301: 

(b) "Refuse bin" means a metal re¬ 
ceptacle having an internal volume 
greater than one cubic yard which tem¬ 
porarily receives and holds refuse for 
ultimate disposal either by unloading 
into the body or loading hopper of a 
refuse collection vehicle or by other 
means. 

§ 1301.4 Itnnning criteria. 

Any refuse bm produced or distrib¬ 
uted, for sale to, or for the personal use, 
consumption or enjoyment of consumers 
In or around a permanent or temporary 
household or residence, a school, in rec¬ 
reation. or otherwise which is in com¬ 
merce or being distributed in commerce 
after the effective date of this ban and 
which has an internal volume greater 
than one cubic yard and tips over when 
subjected to the test procedures de¬ 


scribed below is a banned hazardous 
product 

§ 1301.S Tent CO I Millions. 

(a) The refuse bin shall be empty and 
have Its lids or covers in a position which 
would most adversely affect the stability 
of the bin when tested. 

(b) The refuse bin shall be tested on 
a hard, fiat surface. During testing, the 
bin shall not be tilted from level in such 
a way as to increase Its stability. 

(c) Those refuse bins equipped with 
casters or wheels shall have the casters 
or wheels positioned in a position which 
would most adversely affect the stability 
of the bin and shall be chocked to pre¬ 
vent movement. 

(d) The stability of the refuse bin 
shall be tested without dependence upon 
non-permanent attachments or re¬ 
straints such as chains or guys. 

(e) For purposes of enforcement, bins 
will be tested by the Commission in that 
position which would most adversely af¬ 
fects its stability. 

ft 1301.6 Teal procedure. 

(a) The refuse bin shall be subjected 
to the following separate actions: 

<1) A horizontal force of 70 pounds 
shall be applied at a point and in a direc¬ 
tion most likely to cause Upping, and 

<2) A vertically downward force of 
191 pounds shall be applied to a point 
most likely to cause Upping. (See Figure 
1 .) 

(b) These forces shall be applied 
separately. 

ft 1301.7 Effective date. 

The effective date of this ban shall 
be nine months after publicaUon of this 
Part 1301 In the Federal Register. 



Regarding proposed Part 1301, inter- arguments and should be submitted, pref- 
ested persons are invited to submit writ- erably in five copies, addressed to the 
ten comments before the close of bust- Secretary. Consumer Product Safety 
ness February 7. 1977. Comments may be Commission. 1111 18th Street, NW„ 3rd 
accompanied by written data, views, and floor, Washington. D.C. 20207. Received 
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comments and other related material 
may be seen In the Office of the Secre¬ 
tary. during working hours Monday 
through Friday. 

Oral presentations. Interested persons 
will be afforded an opportunity to make 
an oral presentation of data, views, or 
arguments in addition to the opportunity 
to make written comment* on any as¬ 
pect of the proposed standard on Jan¬ 
uary 31, 1977. The proceedings for the 
omi presentation will be held at 10:00 
am. at the Commission’s hearing room 
at 1111 18th Street. NW., Washington, 
D.C. The procedural regulations for oral 
presentation. 16 CFR Part 1109. promul¬ 
gated October 14. 1975. (40 FR 49122), 
shall govern this proceeding. 

All persons wishing to make an oral 
presentation should notify Richard Dan- 
ca of the Office of the Secretary. (202) 
634-7700. no later than close of business 
January 17.1977 for scheduling purposes. 
A summary or outline of each oral pre¬ 
sentation and an estimate of the length 
of time it will require should be filed with 
the Office of the Secretary at least two 
business days prior to the oral presenta¬ 
tion. 

Section 9(c) of the CPSA (15 U.S.C. 
2058(c)) requires the Commission, prior 
to promulgating a consumer product 
safety rule, to consider and make cer¬ 
tain findings for inclusion in that rule. 
In order to aid the Commission in this 
endeavor, the Commission is particularly 
interested in soliciting, either by written 
comment or through the oral presenta¬ 
tion. additional data, views and argu¬ 
ments as to the following: 

1. The degree and nature of the risk 
of injury the rule Is designed to eliminate 
or reduce; 

2. The approximate number of consum¬ 
er products, or types or classes thereof, 
subject to the rule; 

3. The need of the public for the con¬ 
sumer product subject to such rule and 
the probable effect of such rule upon 
the utility, cost, or availability of such 
products to meet that need; 

4. Any means of achieving the objec¬ 
tive of the rule while minimizing adverse 
effects on competition or disruption or 
dislocation of manufacturing and other 
commercial practices consistent with the 
public health and safety; 

5. The necessity of the rule to elimi¬ 
nate or reduce the unreasonable risk of 
injury associated with the consumer 
products subject to the rule; 

6. Whether the rule is In the public 
interest; 

7. The feasibility of a consumer prod¬ 
uct safety standard under the CPSA to 
protect the public adequately from the 
unreasonable risk of injury associated 
with those refuse bins which are the sub¬ 
ject of this proposed ban; 

8. The potential environmental effects 
of the rule; and 

9. Any adverse effects that this pro¬ 
posed ban will have on elderly and han¬ 
dicapped persons. 

In addition, the Commission is seeking 
public comment on the types and costs of 
possible retrofits and on any anticipated 
economic impact that this proposed ban 


will have on industry and the consumer. 

In making its final decision on the rule 
proposed herein, the record shall consist 
of all information available to the Com¬ 
mission, whether obtained during the 
course of this proceeding or outside of 
this proceeding. 

Dated: January 4. 1977, 

Sheldon D. Burrs. 
Acting Secretary, 

Consumer Product Safety Commission. 
(FR Doe.77-730 Piled 1-6-77;8:46 am) 


DEPARTMENT OF HEALTH. 
EDUCATION. AND WELFARE 
Food and Drug Administration 
[ 21 CFR Part 3e ] 

(Docket No. 76N 0400J 

NONCLINICAL LABORATORY STUDIES 

Proposed Regulations for Good Laboratory 
Practice Regulations 

Correction 

In FR Doc. 76-34014 appearing at page 
51206 in the issue of Friday. November 
19, 1976, the following corrections should 
be made: 

1. On page 51206. first column. 13th 
lino down, the figure “387” should read 
-381’*. 

2. On page 51209, second column, the 
16th line from the bottom should read 
•‘termlne physical or chemical character¬ 
istics of a test”. 

3. On page 51214, third column, 4th 
full paragraph beginning “Proposed 
f 3e.l30(e) w , seventh line, second word 
“are” should read ’‘with". 

4. On page 51228, third column, next 
to last line in 9 3e.219. should read, “fa¬ 
cility. A determination that the testing 
facility has been reinstated is dlsclosa- 
bie”. 


[21 CFR Part 121] * 

(Docket No. 76N-06101 
FOOD ADDITIVES 
Saccharin and Its Salts 

The Food and Drug Administration 
(FDA) is proposing to amend the interim 
food additive regulation for saccharin 
and its salts to establish a tolerance for 
toluenesulfonamlde of 25 parts per mil¬ 
lion (ppm), the lowest level currently 
achievable. Interested persons have un¬ 
til March 8. 1977 to submit comments. 

Ortho-toluenesulfonamldc (OT8> is 
the major impurity that is commonly 
found in commercial saccharin. The 
amount of OT8 in saccharin has been 
found to range from practically none 
to 6,100 ppm. The amount of OT8 pres¬ 
ent In saccharin appears to depend on 
the process used to manufacture it. Sac¬ 
charin produced by the Remsen-Fahl- 
berg process contains the highest amount 
of OT8 (up to 6,100 ppm), while that 
produced by the Maumee process con¬ 
tains the lowest amount (up to 25 ppm). 

Data from animal feeding studies have 
suggested that adverse effects may be 


caused by saccharin, its impurities. In¬ 
cluding OTS, or by Interaction between 
saccharin and its impurities. 8tudlea are 
underway in Canada which arc expected 
to resolve the questions about these ad¬ 
verse effects and to pinpoint the respon¬ 
sible compound. These studies are more 
fully described in the notice extending 
the effective date of the interim food 
additive regulation for saccharin and its 
salts in 5 121.4001(c) published elsewhere 
in this issue of the Federal Register. 

OTS is a carbonic anhydrase Inhibitor. 
Inhibition of this enzyme results in an 
alkaline urine that contains Increased 
amounts of bicarbonate. It has been sug¬ 
gested that this condition favors stone 
formation in the bladder and kidneys. 
Borne sulfonamides have been shown to 
produce bladder stones and ultimately 
tumors, and it has been inferred from 
certain studies that a cause-effect rela¬ 
tionship could exist between the forma¬ 
tion of stones and bladder tumors. Blad¬ 
der stones could be responsible for tu¬ 
mors because prolonged Irritation of the 
bladder or kidneys by the stones may 
cause hyperplasia and consequently 
tumors. 

The Interim food additive regulation 
under 9 121.4001(b) for saccharin cur¬ 
rently requires that saccharin and its 
salts “meet the specifications of the 
'Food Chemicals Codex.* ** In June 1974. 
the National Academy of Sciences/Na¬ 
tional Research Council (NAS/NRO. 
the body responsible for preparing the 
Food Chemicals Codex, Issued the First 
Supplement to the Second Edition of the 
Food Chemicals Codex. In the Supple¬ 
ment. the NAS/NRC adopts a specifica¬ 
tion (tolerance) of not more than 100 
ppm <0 01 percent) for total tolucncsul- 
fonamides in saccharin. 

Data and information have recently 
come to the attention of FDA that indi¬ 
cate that technological advances now 
make it feasible, both for domestic and 
foreign manufacturers of saccharin, to 
reduce substantially the amount of Im¬ 
purities, Including OTS. present in food 
grade saccharin. The data available to 
FDA indicate that the tolerance for 
toluenesulfonamlde in saccharin can be 
lowered feasibly at this time to 25 ppm 
(0.0025 percent). This proposal would 
accordingly amend the Interim food ad¬ 
ditive regulation for saccharin to limit 
the amount of toluenesulfonamlde per¬ 
mitted in saccharin to 25 ppm. 

Although data and Information cur¬ 
rently available to FDA indicate that 25 
ppm for toluenesulfonamkie is a reason¬ 
able and attainable tolerance, the Com- 
mivrtoner acknowledges that those data 
are incomplete. Accordingly, the Com¬ 
missioner encourages all persons with 
additional data and information about 
the levels of toluenesulfonamlde in 
saccharin to submit comments on this 
proposal. The Commissioner particularly 
solicits information concerning the fol¬ 
lowing subjects; 

1. Complete deacnpUona of the manufac¬ 
turing processes used to manufacture saccha¬ 
rin and it* sails. 

2. Data on the amounts at total toluene- 
sulfonamide typically found in saccharin and 
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l to sal to produced by the various manufac¬ 
turing processes. The data should also In¬ 
clude the maximum amounts of ortho- 
totuenemilfonjunido and parm-toluenesulfon- 
amide present In saccharin and I to salts. 

3. Description of tile analytical methods 
used to determine the data requested In 
paragraph 2 above. 

4. Descriptions of the procedures used to 
determine the accuracy and reliability of the 
analytical methods employed 

Information concerning the available 
analytical methods for determining the 
amount of total toluenesulfonamide, 
OTS, and para-toluenesulfonomkle pres¬ 
ent in saccharin Is required because the 
Commi&sioner is unaware of such a 
method that accurately and reliably de¬ 
tects the toluenesulfonamide impurities 
as low as 25 ppm. The Food and Drug 
Administration has been advised that 
efforts are underway to validate an ana¬ 
lytical method that will accurately' and 
reliably measure toluenesulfonamide at 
levels below 25 ppm. These efforts involve 
mod iff cation of the methodology cur¬ 
rently set forth in the Food Chemicals 
Codex. 2d Ed.. First and Second Supple¬ 
ments. The Commissioner hopes that 
these efforts will be completed before the 
comment period closes on this proposal. 

An accurate and reliable analytical 
method for measuring toluenesulfon¬ 
amide at levels below 25 ppm is required 
by FDA to assure compliance with the 
26 ppm tolerance. The Commissioner ad¬ 
vises that it may be necessary to modify 
the proposed tolerance of 25 ppm for 
toluenesulfonamide if efforts to validate 
an analytical method for measuring 
toluenesulfonamide below 25 ppm are 
not successful. The final regulation will 
specify not only' the tolerance for 
toluenesulfonamide, but a validated 
analytical method for measuring the 
amount present 

The Commissioner has carefully con¬ 
sidered the environmental effects of the 
proposed regulation and because the 
proposal will not significantly affect the 
quality of the human environment, he 
has concluded that an environmental 
impact statement is not required. Copies 
of the FDA environmental impact assess¬ 
ments are on flic with the Hearing Clerk. 
Food and Drug Administration. 

<8*C. 400(d). 72 Stats 1787 (21 UB.C, 

348(d)) and under a uthor ity delegated to 
the Commissioner (21 CPR 6.1) (recodtflea- 
Uon published in the Pkskial Racnsm of 
Juno 16. 1076 (41 PR 24262).) 

- It is proposed that ! 121.4001 be 
amended by revising paragraph <b> to 
read as follows: 

§ 121.1001 Saccharin, ammonium sac¬ 
charin. calcium saccharin, and *o- 
dium saccharin. 

• • • • • 

<b» The food additives meet the 
.specifications of the Food Chemicals 
Codex. 2d Ed. (First and Second Supple¬ 
ments) 1 except that toluenes ulf on amides 


1 Copies may be obtained from; National 
Academy of Science*, 2101 Constitution Ave. 
NW. Washington. DC 20037. 


may not be present at more than 25 
parts per million <0.0025 percent). 

Interested persons may, on or before 
March 8. 1977, submit to the Hearing 
Clerk. Food and Drug Administration. 
Rm. 4-65. 5600 Fishers Lane. Rockville, 
MD 20857. written comments < preferably 
in quintuplicate and identified with the 
Hearing Clerk docket number found in 
brackets in Uie heading of this docu¬ 
ment) regarding this proposal. Received 
comments may be seen in the above office 
between the hours of 9 a.m. and 4 p m.. 
Monday through Friday. 

Nora.—The Food and Drug Administration 
has determined that this document does not 
contain a major proposal requiring prepara¬ 
tion of an Inilatlon impact statement under 
Executive Order 11821 and OMfi Circular A- 
107. A copy of the inflation Impact a*&c*s> 
ment is on file with the Hearing Clerk, Pood 
and Drug Administration. 

Dated: December 29,1976. 

Smntwnc Gardner, 

Acting Commissioner oj 
Food and Druos . 

fFR Doc 77-423 Piled 1-6-77:8 45 amj 


DEPARTMENT OF HOUSING AND 
URBAN DEVELOPMENT 

Office of Assistant Secretary for Housing— 
Federal Housing Commissioner 

[ 24 CFR Part 201 ] 

(Docket No. R-77-429| 

MOBILE HOME LOANS 
Prepayment of Loans 

The Department of Housing and Ur¬ 
ban Development is considering amend¬ 
ing Part 201 of Title 24 of the Code of 
Federal Regulations, Subpart B. “Mobile 
Home Loans”. The proposed amend¬ 
ments would state the method of calcu¬ 
lation that must be used by insured lend¬ 
ers when a loan is prepaid or matured, 
and allow an acquisition or minimum re¬ 
tained charge not to exceed fifty dollars 
when a loan Ls prepaid when such charge 
is permitted by state law. 

The purpose of the proposed amend¬ 
ment is to make the Department’s mobile 
home financing program uniform with 
its mortgage insurance programs insofar 
as calculation of earned interest is con¬ 
cerned, and to provide a more equitable 
method of calculating such interest. The 
amendment will preclude use of the “sum 
of the digits” method (also known as the 
”78th*s” method) which some lenders 
use to determine interest earned at any 
point in the life of a loan, which method 
favors the lender. 

Interested persons are invited to par¬ 
ticipate in this proposed rulemaking by 
submitting written data, view's, and ar¬ 
guments with respect to this proposal. 
Communications should be identified by 
the above docket number and title, and 
should be filed with the Rules Docket 
Clerk. Office of the Secretary. Room 
10141, Department of Housing and Urban 
Development. 451 Seventh Street. SW, 
Washington, D C. 20410. 

All relevant materials received on or 
before February 8, 1977, will be consid¬ 


ered before adoption of a final rule. 
Copies of comments submitted will be 
available for public inspection during 
normal business hours at the above 
address. 

A Finding of Inapplicability pursuant 
to section 102(2) (c) of the National 
Environmental Policy Act of 1969. has 
been made with regard to these proposed 
regulations in accordance with HUD 
Handbook 1390.1. A copy of the Finding 
of Inapplicability is available for public 
inspection at the above address. 

The proposed amendments are as 
follows: 

1. In $ 201,501 a new paragraph <n» is 
proposed to read as follow's: 

§ 201*501 Di'fiit it ion*. 

• • • • • 

(n) “Actuarial method” means the 
method of allocating payments made on 
an obligation between the amount 
financed and the amount of the finance 
charge, pursuant to which a payment is 
applied first to the accumulated finance 
charge and the balance is applied to the 
unpaid amount financed. 

2 . Section 201.540(b) Is proposed to be 
amended to read as follows: 

§ 201.510 Financing charge** 

• • • • • 

<b> Prepayment rebate. If an obliga¬ 
tion is paid in full, or othcrw'lse matured, 
prior to its scheduled maturity, the in¬ 
sured shall rebate the full unearned 
charge, if any. where such rebate is one 
dollar or more. The earned charge shall 
be calculated by the actuarial method 
When an obligation is prepaid in full, 
where the law of the Jurisdiction permits 
an acquisition or minimum retained 
charge, such charge, not to exceed fifty 
dollars, may be collected from the 
borrower. 

3. Section 201.585 is amended by add¬ 
ing the following material after the first 
sentence, to read as follows: 

§201.585 It r fin miring. 

• * • The full amount of any un¬ 
earned finance charge on the original 
obligation 5)1 all be rebated to the bor¬ 
rower. The earned charge shall be 
calculated by the actuarial method. The 
borrower may be assessed a handling 
charge of not more than $25 in connec¬ 
tion with the refinancing. 

4. Section 201.680(a) is amended to 
read as follows: 

§ 201.680 Amount of rlalm. 

• * • <a> Deduct from the unpaid 
amount of the obligation (net unpaid 
principal and the corned portion of the 
finance charge calculated according to 
the actuarial method), • • • 

• • • 4 • 

<8ec. 7(d) 79 Slat. 670 (43 US.C. 3835(d)); 
sec. 2. 48 8tot. 1246, 12 U.8 C. 1703, a* Amend¬ 
ed by PL. 93-383) 

Issued at Washington. D.C., December 
30.1976. 

It to hereby certified that the economic 
and inflationary impacts of this proposed 
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regulation have been carefully evaluated In 
accordance with OMB Circular A-107. 

John T. Rowley. 
Acting Assistant Secretary for 
Housing . Federal Housing 
Commissioner. 

|FR Doc 77-000 Filed 1^C 77;8:46 am) 


Office of Assistant Secretary for Community 
Planning and Development 

[ 24 CFR Part 501 ] 

) Docket No. 11-71-15!) 

MANDATORY USE OF URBAN RENEWAL 
LAND DISPOSITION FORMS 

Withdrawal of Notice of Proposed 
Rulemaking 

The purpose of this notice is the with¬ 
drawal of proposed rulemaking. By notice 
published under the above Rules Docket 
Number at 36 FR 23576 December 10. 
1971, It was proposed to amend Chapter V 
of Title 4 of the Code of Federal Regu¬ 
lations to add a new Part 501 entitled 
"Mandatory Use of HUD Standards Con¬ 
tract Forms for Urban Renewal Project 
Land Disposition". Having given consid¬ 
eration to the public comments and in 
view of the lapse of time since the initial 
proposal, the need to reduce paperwork, 
and the decentralisation of decision 
making to the local level it has been de¬ 
termined that HUD will not finalize the 
proposed rule. 

In consideration of the foregoing, the 
proposal published in the Federal Regis¬ 
ter <36 FR 23576) on December 10, 1971, 
Is hereby withdrawn. 

Issued at Washington, D.C., December 
30.1976. 

Warren H. Butler. 
Acting Assistant Secretary for 
Community Planning and De¬ 
velopment. 

|FR Doc.77-580 Filed 1-6-77:8:45 am) 


DEPARTMENT OF THE TREASURY 

Internal Revenue Service 

DEPARTMENT OF LABOR 

Pension and Welfare Benefit Programs 
[ 26 CFR Part 54; 29 CFR Part 2550 ] 

EXEMPTIONS FOR PROVISION OF SERV- 
ICES AND OFFICE SPACE TO EM¬ 
PLOYEE BENEFIT PLANS. INVESTMENT 
OF PLAN ASSETS IN BANK DEPOSITS. 
AND PROVISION OF BANK ANCILLARY 
SERVICES TO PLANS, AND TRANSI¬ 
TIONAL RULE FOR PROVISION OF 
SERVICES TO PLANS; AND PROPOSED 
CLASS EXEMPTION REQUESTED BY 
THE NATIONAL ASSOCIATION Of 
PENSION CONSULTANTS AND ADMIN¬ 
ISTRATORS, INC/, THE INVESTMENT 
COMPANY INSTITUTE. AND OTHERS 

Hearing on Notices of Proposed 
Rulemaking and Proposed Class Exemption 

Proposed regulations under sections 
4975fd) (2), (4). (6). and (10) of the 
Internal Revenue Code of 1954 (the 
Code) and section 2003(c) (2) (D) of the 
Employee Retirement Income Security 


Act of 1974 (the Act), and sections 408 
(b)(2), 408(b)(4). 408(b)(6). 408(C)(2) 
and 414(c) (4) of the Act, appeared In the 
Federal Register for July 30, 1976 (41 
FR 31838, 31874). These proposed regu¬ 
lations relate to the provision of services 
and office space to employee benefit 
plans, the investment of plan assets in 
bank deposits, the provision of bank 
ancillary services to plans, and the tran¬ 
sitional rule for the provision of services 
to plans until June 30. 1977. 

By notice appearing in this issue of the 
Federal Register, the Department of La¬ 
bor and the Internal Revenue Service 
(hereinafter collectively referred to as 
"the Agencies") have also announced 
the pendency of a proposed class exemp¬ 
tion involving, among other things, the 
receipt of insurance and mutual fund 
sales commission by pension consultants. 
Insurance agents and brokers and mutual 
fund principal underwriters and their af¬ 
filiates who are fiduciaries of service pro¬ 
viders with respect to employee benefit 
plans. 

A public hearing on the provisions of 
the proposed regulations and the pro¬ 
posed class exemption will be held on 
February 14. 1977, beginning at 10:00 
a.m. in the Internal Revenue Sen*ice 
Auditorium. Seventh Floor. 7400 Corri¬ 
dor. Internal Revenue Service Building. 
1111 Constitution Avenue. N.W.. Wash¬ 
ington. D.C. 20224. 

In addition, the comment period with 
respect to the proposed regulations de¬ 
scribed above, which terminated on Sep¬ 
tember 23. 1976. is hereby extended to 
January 27, 1977. 

Proposed regulation 26 CFR 54.4975-6 
(b) (1). relating to the statutory exemp¬ 
tion for the provision of office space or 
services to plans set forth in section 
4975(d) (2) of the Code, states that: 

It (the exemption in ecction 4975(d) (3)) 
doe« not provide an exemption from section 
4975(c)(1)(B) (relating to ftduclartej deal¬ 
ing with the Income or aaaeta of plana in 
their own lute rent or for their own account) 
or from section 4975(c)(1)(F) (relating to 
fiduciaries receiving consideration for their 
own personal account from any party dealing 
with a plan In conectton with a transaction 
involving the Income or aaeeU of the plan). 

Thus, a person who is a fiduciary with re¬ 
spect to a plan may not provide additional 
services to the plan and receive any compen¬ 
sation or other consideration In connection 
therewith, unless such provision of services is 
arranged and approved on behalf of the plan 
by a fiduciary who Is Independent of and 
unrelated to the fiduciary providing such 
services, who Is not a party to such arrange¬ 
ment for the provision of services, who does 
not receive any compensation or other con¬ 
sideration with respect to such provision of 
services, an dwbo has no other interest with 
respect to the transaction that might affect 
the exercise of such fiduciary^ best Judgment 
as a fiduciary. 

Proposed regulation 29 CFR 2550.408b- 
2 (b)(1) contains a similar statement 
with respect to section 408(b) (2) of the 
Act (La., that it does not provide on ex¬ 
emption from the prohibitions of sections 
406(b) (1), (2) and (3) of the Act). 

The many comments received on these 
proposed regulations suggest the need 


for further explanation. The following 
points are offered. 

First, a person is a "fiduciary” if that 
person exercises any authority or control 
regarding management or disposition of 
plan assets, or has or exercises discre¬ 
tionary authority, control or responsibil¬ 
ity for plan administration or manage¬ 
ment. as described in sections 3(21) (A) 
(1) and (ill) of the Act and 4975(e)(3) 
(A) and (C) of the Code, or if that person 
renders investment advice to the plan for 
a fee or other compensation, direct or in¬ 
direct. as defined in sections 3(21) (A) <il> 
of the Act and 4975(e)(3)(B) of the 
Code, and the regulations thereunder (29 
CFR 2510.3-21 and 26 CFR 54.4975-9.) In 
this connection, as noted in the Confer¬ 
ence Report accompanying the Act (H.R. 
Rep. 93-1280. 93d Cong. 2d Sess. (1974) 
323). there will be situations in which a 
person who renders advisory or consult¬ 
ing services to a plan will be a fiduciary*, 
although not formally named as such, be¬ 
cause. by virtue of his or her actions, he 
or she exercises discretionary authority* 
or control with respect to the manage¬ 
ment or administration of such plan or 
lias authortty or control regarding the 
assets of the plan. 

8 econd, If a person has or exercises 
authority, control, or responsibility over 
plan management or administration or 
over the disposition of plan assets suffi¬ 
cient to-make such person a fiduciary 
respecting such plan, sections 406(b) (1) 
of the Act and 4975(c)(1)(E) of the 
Code prohibit that person from exercis¬ 
ing such authority, control, or responsi¬ 
bility respecting such plan so as to deal 
with the income or assets of the plan In 
his or her own Interest or for his or her 
own account. 

Third, the rule in the proposed regula¬ 
tions cited above was not Intended to 
mean that a fiduciary can exercise the 
authority, control or responsibility that 
makes such person a fiduciary to benefit 
himself or herself, even If a second fi¬ 
duciary, who Is independent and has no 
personal Interest In the matter, approves 
the first fiduciary's undertakings. The 
first fiduciary Is still subject to the pro¬ 
hibition contained in sections 406(b) of 
the Act and 4975(c)(1) (E> and (F) of 
the Code against the exercise of such 
fiduciary's powers to deal with plan In¬ 
come or assets for his or her own benefit 
or the benefit of others, notwithstanding 
the actions of a second fiduciary*. 

Fourth, sections 406(b)(1) of the Act 
and 4975(c) (1) (E> of the Code do not 
prohibit a person from providing addi¬ 
tional services to a plan merely because 
that person is a fiduciary. A fiduciary' 
may not use the authority, control or re¬ 
sponsibility that mokes such person a 
fiduciary to. for example, authorize the 
retention of himself or hcrscU to provide 
such additional services. However, If 
such fiduciary does not have or exercise 
any such authority, control or respon¬ 
sibility in connection with the retention 
of himself or herself to provide such ad¬ 
ditional services, the retention of such 
fiduciary to provide such additional sen - 
ices to the plan by a second fiduciary 
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doe* not constitute a violation by the 
first fiduciary of the prohibition against 
fiduciary sell-dealing contained in sec¬ 
tions 406(b)(1) of the Act and 4975(0 
Cl) (E) of the Code. 

Examples of the above points in opera¬ 
tion are as follows: 

Example I. On January 1, 1078. F, a fiduci¬ 
ary of plan P with overall authority over the 
administration or P. acting on behalf of P. 
successfully negotiate* with I, a professional 
Investment manager In which P has no Inter¬ 
est which might adversely affect the exer¬ 
cise of P's judgment as a fiduciary, a con¬ 
tract under which I will render Investment 
advice to P of a type which causes I to be a 
fiduciary of P under aoction* 3(21) (A) (II) of 
the Act and 4975(e)(3)(B) of the Code. 
Thereafter P, acting on behalf of P. negoti¬ 
ate* a second contract with I under which I 
will perform bookkeeping services for P for 
a fee. The making of such a contract does 
not constitute a prohibited transaction 
within the meaning of sections 408(b)(1) of 
the Act and 4973(c)(1)(B) of the Code be¬ 
cause I did not use any of the authority, 
control or responsibility which makes I a 
fiduciary to cause the plan to retain I to 
perform the bookkeeping services. 

Example 2 . On January 1. 1976, p. a fiduci¬ 
ary of plan P, which covers P's employees, 
commences providing bookkeeping services 
at no charge to P. The provision of such serv¬ 
ices does not constitute a prohibited trans¬ 
action within the meaning of sections 406(b) 
(1) of the Act and 4975(c)(1) (El of the Code 
because P has received no compensation or 
other consideration with respect to the pro¬ 
vision of such services. 

Example J. C. a consultant to plan P. U, 
under the particular facts and circumstances, 
a fiduciary with respect to P. On January I. 
1978. C recommends to D. a named trustee 
of the plan with discretion over the manage¬ 
ment and disposition of plan assets, that the 
plan purchase an Insurance policy from In¬ 
surance company U, which in not a party In 
interest or disqualified person with respect to 
P. C thoroughly explains the reasons for the 
recommendation, and makes a full disclosure 
concerning the fact that C will receive a 
commission from the sale of such policy from 
U. D considers the recommendation and ap¬ 
proves the purchase of the policy by the 
plan. C receives a commission. Under gucb 
circumstances. C hss engaged In a prohibited 
transaction under sections 406(b) (t) of the 
Act and 4978(c)(1)(B) of the Code. How¬ 
ever. If the pending class exemption which 
appears elsewhere In this Issue of the Pkdkbal 
Hrctsmi is granted, the transaction would 
be exempt from the prohibited transaction 
provisions of section 406 or the Act and Sec¬ 
tion 4975 of the Code if the transaction satis¬ 
fies the conditions set forth in the exemp¬ 
tion. 

Example 4. Assume the same facts as in Ex¬ 
ample 3 except that the nature of C*a rela¬ 
tionship with the plan is not such that C U 
a fiduciary of P. The purchase of the insur¬ 
ance policy would not be a prohibited trans¬ 
action under sections 406(b)(1) of the Act 
and 4975(e)(1)(E) of the Code. 

Any interested person who desires to 
present oral comment* at the hearing 
and who wishes to be assured of being 
heard should submit a statement to that 
effect, an outline of the topics he w ishes 
to discuss, and the time he wishes to 
devote, by 3:30 p.m. on February 10.1977. 
The statement and outline should be sub¬ 
mitted to the Office of Regulatory Stand¬ 
ards and Exceptions. Pension and Wel¬ 


fare Benefit Programs. Uj8 . Department 
of Labor. Room 04526, Washington. D.C. 
20216. attention, application D-183 Hear¬ 
ing. An agenda will then be prepared 
containing the order of presentation of 
oral comments and the time allotted to 
such presentation. Ordinarily, a period 
of 10 minutes will be the time allotted to 
each person for making his oral com¬ 
ments. Information with respect to the 
contents of the agenda may be obtained 
on February 11, 1977. by telephoning 
(Washington. D.C.) 202-523-8881. 

At the conclusion of the presentations 
of comments by persons listed in the 
agenda, to the extent time permits, other 
comments will be received. The public 
hearing will be transcribed. 

A person wishing to make oral com¬ 
ments at the hearing may do so without 
filing wTlttcn comments. Persons mak¬ 
ing oral comments should be prepared to 
answer questions regarding Information 
brought forth on their comments (in¬ 
cluding written comments, if any). 

Signed at Washington. D.C., this 22d 
day of December, 1976. 

William J. Chadwick. 

Administrator of Pension and 
Welfare Benefit Programs, 
U£. Department of Labor . 

Donald C. Alexander, 
Commissioner of Interned Revenue. 

|FR Doc.76-38232 Piled 12-28-76:8:45 am] 

(None: This document ts being reprinted 
entirely without change from the issue of 
Wednesday, December 29, 1976.) 


[26 CFR Part 301] 

CLASSIFICATION OF ORGANIZATIONS FOR 
PURPOSES OF FEDERAL TAXATION 

Withdrawal of Notice of Proposed 
Rulemaking 

In order to permit consideration of 
certain aspects of the notice of pro¬ 
pped rulemaking in the Federal Reg¬ 
ister for January 5. 1977 (42 FR 1038), 
said notice is hereby withdrawn. 

William E. Simon, 
Secretary of the Treasury . 
(PR Doc 77-843 Piled 1-8-77:11:15 &m] 


DEPARTMENT OF THE INTERIOR 
Geological Survey 
[ 30 CFR Part 211 ] 

COAL MINING OPERATING 
REGULATIONS 

Adoption of Cooperative Agreement With 
Utah for the Enforcement and Adminis¬ 
tration of Surface Coal Mine Reclama* 
tion Standards 

On May 17, 1976, the Department of 
the Interior adopted new regulations to 
govern the management of federally- 
owned coal resources. 41 F.R. 20252 
(1976). These regulations authorise the 
Department of the Interior to enter Into 
Cooperative Agreements with States in 
which federal coal leases have been or 


will be issued for the purpose of avoiding 
duality in the administration and en¬ 
forcement of surface coal mining rec¬ 
lamation operations. 30 CFR 211.75. 

The Secretary and the Governor of 
Utah have completed the negotiation of a 
Cooperative Agreement under this au¬ 
thority. The Agreement provides that the 
State of Utah will be the principal entity, 
wherever possible, responsible for the ad¬ 
ministration and enforcement of surface 
coal mine reclamation operations on Fed¬ 
eral coal leases in Utah. 

The Department of the Interior’s sur¬ 
face mining regulations require a federal 
coal lessee to conduct mining operations 
in a manner which ensures the effective 
reclamation of mined lands. 

An operator must. In particular, meet 
all the performance standards in 30 
CFR 211.40 (1976). The Department's 
regulations require this degree of protec¬ 
tion to be maintained, and the Depart¬ 
ment cannot enter into a Cooperatve 
Agreement which compromises the de¬ 
gree of environmental protection estab¬ 
lished under Federal laws and regula¬ 
tions. The proposed Cooperative Agree¬ 
ment maintains this degree of en¬ 
vironmental protection. 

The State of Utah’s reclamation regu¬ 
lation's do not contain mandatory re¬ 
quirements that afford general protec¬ 
tion of environmental quality and values 
at least as stringent as would occur under 
the exclusive application of federal law. 
However, the State of Utah has the au¬ 
thority to administer it* reclamation laws 
and regulations in a manner that provides 
the same degree of environmental pro¬ 
tection as required by Federal law. The 
proposed Cooperative Agreement com¬ 
mits the 8tate of Utah to this degree of 
environmental protection on Federal coal 
leases and requires the State of Utah to 
ensure that “all mining plans approved 
under this Agreement shall afford gen¬ 
eral protection of the envirnoment at 
least as stringent as would occur under 
the exclusive application of 30 CFR 
Part 211.” The proposed Agreement also 
requires that the procedures of the State 
are as effective as the procedures of the 
Department of the Interior to enforce the 
requirements of the mining plan. If the 
State of Utah Is unable to meet these as¬ 
surances. the Department has the duty, 
under the proposed Agreement, to notify 
Utah that it Intends to cancel the Agree¬ 
ment. The Department of the Interior 
will require reports from the State of 
Utah and will conduct Inspections to de¬ 
termine whether the State of Utah U 
complying with the assurances of the 
Agreement 

In the regulations promulgated on 
May 17.1976, the Department also estab¬ 
lished a procedure by which the Depart¬ 
ment could adopt the principal substan¬ 
tive. on-the-ground standards of a state’s 
reclamation law as the federal stand¬ 
ards for operations on federal coal leases 
in the State, os long as the states’ re¬ 
quirement* afforded “general protection 
of environmental quality and values at 
least as stringent as would occur under 
exclusive application of the federal 
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standard*.” 30 CFR 211.75*a). In an ad¬ 
vance notice of proposed rulemaking, the 
Department explained what steps it 
would take to determine whether It would 
adopt the requirement’! of a State's rec¬ 
lamation law. 41 FR 27993 <1976). This 
rulemaking takes no action under this 
section, and does not affect the require¬ 
ments of 30 CFR 211.40, or the standards 
the Department of the Interior will use 
to approve a mining plan. 

The Department regards four elements 
as central to a Cooperative Agreement 
for the administration and enforcement 
of surface coal mine reclamation stand¬ 
ards: Mine plans: inspections; enforce¬ 
ment provisions: and bonding require¬ 
ments. The Department believes that the 
State of Utah is capable of administer¬ 
ing and enforcing reclamation opera¬ 
tions on federal coal lease in Utah in such 
a way that federal interests are 
protected. 

Although the proposed Agreement 
grants the State the principal author¬ 
ity for administering and enforcing rec¬ 
lamation operations, we note the fol¬ 
lowing. First* the First Coal leasing 
Amendments Act of 1975. Pub. L. 94-377. 
requires the Secretary to approve the 
mining plan of a federal lessee. Article 
IV. section C of the Cooperative Agree¬ 
ment states the Secretary’s duty to re¬ 
view and approve mining plans inde¬ 
pendently from state review and ap¬ 
proval. The Agreement does avoid the 
application of conflicting standards by 
allowing the submission of one mining 
plan to the State and the Department. 

Second, the Department retains its au¬ 
thority to establish the amount of the 
performance bond to be imposed. Article 
vn, section A avoids the imposition of 
double bonds by providing that the De¬ 
partment’s bond requirement, if higher 
than the State's, will only be for the 
amount of the difference between the two 
amounts. 

Variance procedures are treated in Ar¬ 
ticle IV of tills Agreement, which requires 
the Department to use, in Utah, its ex¬ 
isting variance procedures. 

The proposal contains the text of the 
Cooperative Agreement but It also con¬ 
tains proposed technical changes In 30 
CFR 211.10 and 211.74<a> to conform 
those rules to the adoption of the Co¬ 
operative Agreement, 

This proposed r ulem aking does not ex¬ 
plicitly amend 43 CFR Subpart 3041, but 
the Department wishes to state that the 
enforcement and administration provi¬ 
sions of that Subpart will be adminis¬ 
tered consistently with the changes in 
30 cm Part 211 proposed here. 

The environmental impacts of this 
proposed action are discussed in the 
final Environmental Impact Statement, 
Surf ace Management of Coal Resources 
<43 CFR Subpart 3041) and Coal Min¬ 
ing Operation Regulations <30 CFR Part 
211) <1976). NEPA does not require and 
the Department has not prepared a sep¬ 
arate impact statement for this action. 

The Department believes that this Co¬ 
operative Agreement can promote both 


coal production and proper surface coal 
mine reclamation by eliminating dupli¬ 
cation in the administration and en¬ 
forcement of reclamation laws. 

The Department will accept and con¬ 
sider written comments on the proposed 
rulemaking until February 10. 1977. 
Comments should be directed to Deputy 
Under Secretary Lyons, Chairman. Task 
Force on the Determination of State 
Role in Federal Surface Coal Mine Pro¬ 
grams, Department of the Interior. 
Washington. D.C. 20240. 

Dated: January 4. 1977. 

Tjiojmuls 8. Klefpe. 

Secretary of the Interior. 

1. Accordingly, it is proposed that 30 
CFR 211.10 be amended by the addition 
of a paragraph <e)<2> to read as 
follows: 

§ 211.10 Exploration And mining plan*. 
• • • • • 

<e> States with { 21J.75<b) agreements. 
• • • <2> Utah. A Federal coal lessee 
in the State of Utah who must submit a 
mining plan or permit under both State 
and Federal law shall submit in lieu 
of the mining plan required in this sec¬ 
tion. a mining plan containing the in¬ 
formation required by: 

<i> Utah Code Ann.. 1953. as amended, 
1 40-0-13. 

<li> Rule M-3. of Utah Division of Oil. 
Gas and Mining Rules and Regulations. 
Oil) 30 CFR 211.10(c); and 
tiv) A statement certifying that a 
copy of the plan or permit application 
has been given to both the Governor 
and the Secretary. 

2. It is proposed that 30 CFR 211.74 
be amended by the addition of a para¬ 
graph <g><2> to road as follows: 

§2)1.71 Varianrr*. 

• • • 0,0 
<g) States with § 2U.7Sibi agree¬ 
ments. • • • 

(2) Utah. A Federal coal lessee in the 
State of Utah shall request and receive 
variances from the State of Utah and 
the Secretary under live provisions of 30 
CFR 211.74. 

3. It Ik proposed that the Department 
enter into and approve a Cooperative 
Agreement to designate the State of 
Utah as the principal party to admin¬ 
ister surface coal mine reclamation op¬ 
erations on Federal leases in Utah. 

Cooperative Agreement Between the United 
States Department of the Interior and the 
BUte of Utah under Section 32 of the Min¬ 
eral Leasing ACt of 1920, 30 U 8 C. 180. sec- 
tlon 307 of the Federal Land Policy and 
Management Act of 1970, 43 U.8.C Section 
1737 and 30 CFR 3U.75<b). 

This Agreement (referred to as the Coop¬ 
erative Agreement) is made between the 
Bute of Utah, acting by and through its 
Governor (hereinafter referred to as the 
"State") and the United States Department 
of the Interior, acting by and through the 
Secretary of the Interior or hi* duly author¬ 
ised representative <referred to as the ‘ Sec¬ 
retary**) . 


Asticuc I 
ruarosK 

This agreement provides for a cooperative 
program between the US. Department of the 
Interior and the 8Ute of Utah with respect 
to the administration and enforcement of 
surface coal reclamation operations con¬ 
ducted under coal leases Issued by the De¬ 
partment of the Interior under the Mine ml 
Leasing Act of 1920. The basic purpose of the 
agreement 1% to prevent duality of adminis¬ 
tration and enforcement of surface reclama¬ 
tion requirement* by designating the State 
of Utah, wherever possible, as the principal 
entity to enforce reclamation laws and reg¬ 
ulation* in Utah 

Arttclk n 

KFTKCTmt DATS 

The Cooperative Agreement Is effective on 

the-day of the.. 19 __ 

and remains in effect until terminated as pro¬ 
vided in Article IX. 

Aancui in 

arqt’taEMENTS roa cooptoattvi: agiumcnt 

The SUtc of Utah affirms that It will com¬ 
ply with all of the provisions of this Coop¬ 
erative Agreement and will continue to mee*. 
all the conditions and requirements speci¬ 
fied In this Article upon which the approval 
of the Secretary Is based. 

A. Responsible AdmlnUtratitr Agency. The 
Utah Division of Oil. Gas and Mining of the 
Department of Natural Resources (herein¬ 
after referred to av *'Sute Agency") la. and 
shall continue to be. the sole agency respon¬ 
sible for administering this Cooperative 
Agreement on behalf of the SUtc throughout 
the SUte of Utah. 

B. Authority o/ State Agency. The State 
agency designated In Paragraph A at this 
Article has, and shall continue to have au¬ 
thority to carrv out thla Cooperative Agree¬ 
ment. on behalf of the SUte throughout the 
State of Utah. 

C. State Reclamation Late. The State shall 
ensure that ail mining plans approved under 
this agreement shall afford general protec¬ 
tion of the environment at least as string m 
as would occur under the exclusive applica¬ 
tion of 30 CFR Part 211. and that the stand¬ 
ards used to anprove a mlnimr plan of a Fed¬ 
eral lessee will not unreasonably Impair coal 
mining that hi in the overriding national 
interest. 

D. Effectiveness of State Procedures The 
procedures of the State shall he In the judg¬ 
ment of the Secretary substantially as ef¬ 
fective for the purpose of enforcing the recla¬ 
mation requirements of no CFR Part 211 as 
the procedures of the Department of the 
Inferior. 

15. Inspection of Mines The State affirm*; 
that the 8tate Agency will inspect all mine* 
located in the State. In aooerdanee with 
minimum schedules In Article V 

F. Enforcement The 8tate affirm* that It 
will enforce the Agreement In a manner that 
ensures effective environmental protection 

O. Qualified Personnel . The 8Ute Agency 
will have an adequate number of fully quali¬ 
fied personnel necessary for the enforcement 
of thin Cooperative Agreement. 

H. Funds. The State will devote adequate 
funds to the administration and enforcement 
of reclamation requirements tn the State 

L Reports and records. The 8ute Agency 
shall make reports to the Secretary, contain¬ 
ing information about !U compliance with 
the terms of thla Cooperative Agreement, ss 
the Secretary shall from time to time re¬ 
quire. Tbe State Agency shall also make 
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Available to the Secretary, upon request. In¬ 
formation developed under this Cooperative 
Agreement. 

The Secretary affirms that the Department 
of the Interior will comply with all the pro¬ 
visions of this Cooperative Agreement. 

Aancui IV 

MIKE FLAKS 

Federal regulations. 30 CTO 211.10(b), (c). 
and State laws and regulations require the 
operator of lands teased, permitted or licenced 
for coal mining to receive approval of a min¬ 
ing plan or permit prior to conducting opera¬ 
tions. 

A. Contents of mining plans and permits. 
The State and the Secretary agree to require 
a federal coal lessee who must submit a min¬ 
ing plan or permit application under both 
State and federal law to submit a plan or 
permit with the following information: 

1. The information required by: (a) Utah 
Code Ann., 1953, as amended. I 40-A-13; (b) 
Rule M-3. of Utah Division of Oil, Oas and 
Mining Rules and Regulations; (c) 30 CTO 
211.10(C). 

2. A statement certifying that a copy of 
the plan or permit has been given to both 
the State Agency and the Secretary. 

If either the State or the Secretary require 
the operator to submit additional informa¬ 
tion. the operator shall submit the Informa¬ 
tion to both the Governor and the Secretary. 
The operator will request variances from the 
mining plan In accordance with 30 CTO 211.* 
74, and shall file the request with the State 
Agency and the Secretary* 

B. Review of Plans. The State Agency and 
the Secretary shall each review and analyte 
the adequacy of the plan or request for a 
variance from a plan or changes In an ap¬ 
proved plan. 

C. Approval of Mining Plans . The State 
Agency shall review the adequacy of the 
mining plan, any request for a variance as 
provided In 40-8-13-18. Utah Code Ann. 
1953. as amended, or a request for a change In 
a mining plan, and shall notify the Secre¬ 
tary of Its action. The Secretary shall then 
Independently review and take final action 
on the mining plan as required by 30 CFR 
211.10(d), a request for a variance as re¬ 
quired by 30 CFR 211.74. or a change in an 
approved mining plan which was acted on 
by the State Agency. The Secretary shall 
notify the 8tate Agency of his action, and 
the State Agency shall reconsider Its action 
If necessary to comply with this Agreement. 

Article V 

IKEWKTIO HU 

A. The State Agency shall Inspect as au¬ 
thorized by Utah Code Ann., 1933. as amend¬ 
ed. 40-8-8-17 as frequently as necessary, but 
at least quarterly, the operations area of 
all federal leases, permits and licensee where 
operations affecting the reclamation of mine 
lands are conducted or to be conducted, for 
the purpose of determining whether the op¬ 
erator Is complying with all applicable laws, 
regulations and orders and all requirements 
of approved exploration or mining plana that 
affect the reclamation of mined lands. 

B. The State Agency shall subsequent to 
conducting any Inspection, file wttb the Sec¬ 
retary a report on (1) the general condi¬ 
tions of the lands under lea<ie permit or li¬ 
cense, (2) the manner In which the opera¬ 
tions are being conducted, and (3) whether 
the operator is complying with applicable 
requirements. A copy of such report shall be 
furnished to the operator on request, and 
shall be made available for public Inspection 
during normal business hours at the offices 
or the Mining Supervisor. 

0. For the purpose of evaluating the man¬ 
ner In which the Cooperative Agreement Is 


being carried out and to ensure that reclama¬ 
tion U being effectively performed, the Secre¬ 
tary may inspect from time to time mines 
within the State of Utah. Inspections by the 
Secretary may be made in association with 
a regular Inspection by the State Agency. 

D. The Secretary may conduct Inspections 
to determine whether the operator is com¬ 
plying with requirements that are unrelated 
to reclamation. 

Article VI 

ENFORCEMENT 

A. If the State Agency determines that the 
operator is not complying with a require¬ 
ment that relates to the reclamation of lands 
disturbed by surface mining, he shall take 
such steps as required by Utah Code Ann., 
1953. a* amended. 140-8-8-18. 

B. If. In the Judgment of the State Agency, 
an operator Is conducting activities on lands 
subject to this Agreement which fall Vo com¬ 
ply with a requirement that relates to recla¬ 
mation. and those activities threaten 
Immediate and serious damage to the envi¬ 
ronment. the 8tate shall order the immediate 
cessation of such activities, as authorized by 
Utah Ann Code 1953, as amended. I 40-8-8. 

C. The State shall notify the Secretary of 
all violations of applicable laws regarding 
reclamation Including violations of federal 
laws and regulations or lease terms and of 
all actions taken under Utah Ann. Code, 
1953. as amended, f I 40-8-8-18. 

D. This Article does not limit the Secre¬ 
tary's authority to seek cancellation of a 
Federal coal lease under Federal laws and 
regulations, or prevent the Secretary from 
taking appropriate steps to correct actions 
that violate Federal, but not State law. 

K. Failure to adequately enforce the recla¬ 
mation laws and regulations shall be grounds 
for termination of this Agreement. 

Article VTI 

HONDA 

A. Amount and Responsibility. The State 
Agency Shall require all Feder al co al lessees 
subject to the provisions of 30 CFR Part 211 
to submit a bond as required by Utah Ann. 
Code. 1953, as amended, f 40-8-14. The Sec¬ 
retary shall reduce the federal bond required 
for reclamation purposes under 43 CFR 
30418. and 30 CFR 2118 by the amount of 
the bond required by the State Agency only 
if the release of all or any portion of the 
State's bond Is conditioned on compliance 
with the requirements of the approved plan, 
and the amount released Is appropriate to 
the work completed. Where the surface of 
the lands is not owned by the United States, 
the State Agency shall notify the surface 
owner and solicit and take Into aooount his 
comments before recommending release of 
the bond. 

B. Notification. Prior to releasing the bond 
required by Utah Code Ann.. 1953, as 
amended. I 40-8-14 for lands the surface of 
which is owned by the Federal Government, 
the State Agency shall consult with and seek 
the advice and consent or the Secretary. 

C. Release of bond. The 8tate Agency shall 
hold the operator responsible and liable tor 
successful reclamation as required by Utah 
Code Ann., 1963. I 40-8-18. 

Article VIII 

OFFORTUKITY TO COMFLY WITH COOFCEATIVE 
AGREE MINT 

The Secretary may. In his sole discretion, 
and without instituting or commencing 
proceedings for withdrawal of approval or 
the Cooperative Agreement, notify the State 
Agency that It Iioa failed to comply with the 
provisions of the Cooperative Agreement. 
The Secretary shall specify how the State 


has failed to comply and shalt specify and 
state the period of time within which the 
defects In administration shall be remedied 
and satisfactory evidence presented to him 
mat Uie State has remedied the defects In 
administration and is In compliance with 
and has met the requirements of the Sec¬ 
retary Upon failure of the State Agency to 
meet the requirements of the Secretary with¬ 
in the time specified, the Secretary may in¬ 
stitute proceedings for withdrawal of ap¬ 
proval of the Cooperative Agreement as set 
forth In Article IX. 

Article IX 

TERMINATION OF COOFERATTVE ACREEMENT 

This Cooperative Agreement may be ter¬ 
minated to follows: 

A. Termination by the State , This Cooper¬ 
ative Agreement may be terminated by the 
State upon written notice to the Secretary, 
specifying the date upon which the State 
plan shall be terminated, but which date 
or termination shall not be leas than 80 days 
from the date of the notice. 

B. Termination by the Secretary. The Co¬ 
operative Agreement may be terminated by 
the Secretary whenever the Secretary finds, 
after giving due notice to the State and af¬ 
fording the State an opportunity for a hear¬ 
ing; 

1 That the State has failed to comply 
substantially with any provision of the Coop¬ 
erative Agreement; or 

2. That the State has failed to comply 
with any assurance given by the 8tmte upon 
which the Cooperative Agreement la based, 
or any condition or requirement which Is 
specified In Article HI; or 

3. That State action unrelated to surface 
coal mine reclamation will unreasonably and 
substantially prevent the mining of federal 
coal. 

C. Termination by Operation of Law. This 
Cooperative Agreement shall terminate by 
operation of law when no longer authorized 
by federal laws and regulations. 

D. Notice of Proposed Termination. When¬ 
ever the Secretary proposes to terminate the 
Cooperative Agreement he shall: 

1. Olve written notice to the Oovemor and 
to the State Agency specified In Article HI, 

2. Specify and set out In the written no¬ 
tice the grounds upon which he proposes to 
terminate the Cooperative Agreement. 

3. Specify the date upon which and the 
place where the State will be afforded an 
opportunity Tor hearing and to show caune 
why the Cooperative Agreement should not 
be terminated by the Secretary. The dnte 
upon which such hearing shall be held shall 
be not leas than 30 days from the date of such 
notice, and the place of hearing shall be in 
the State of Utah. 

4. The Secretary shall also publish a no¬ 
tice In the Federal Register containing the 
Items In 1-3 of this paragraph. 

5. Within 30 days of the date of the writ¬ 
ten notice specifying the date of the hear¬ 
ing. the State shall file a written notice 
with the Secretary stating whether or not 
it will appear and participate In the hear¬ 
ing. The notice shall specify the Issues and 
grounds specified by the Secretary for ter¬ 
mination which the State will oppose or 
contest and a statement of its reasons and 
grotinds for opposing or contesting. Failure 
to file a written notice in the Office of the 
Secretary within 30 days shall constitute a 
waiver of the opportunity for hearing, but 
the 8late may present or submit before the 
time fixed for the hearing written argu¬ 
ments and reasons why the Cooperative 
Agreement should not be terminated, and 
within the discretion of the Secretary may 
be permitted to appear and confer in per- 
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son and present oral or written statement*, 
and other documents relative to the pro¬ 
posed termination. 

K. Conduct of Htaring. The hearing will 
be conducted by the Secretary. A record 
shall be made of the hearing and the State 
shall be entitled to obtain a copy of the 
transcript. The State shall be entitled to 
have legal and technical and other repre¬ 
sentatives present at the bearing or con¬ 
ference. and may present, cither orally or 
In writing, evidence, information, testi¬ 
mony. document*, records, and material* as 
may be relevant and material to the tasuce 
Involved. 

F. Notice of Withdrawal of Approval of 
Cooperative Agreement. After a hearing has 
been held, or the right to a hearing ha* 
been waived or forfeited by the State, the 
Secretary, after consideration of the evi¬ 
dence, information, testimony, and argu¬ 
ment* presented to him shall advise the 
State of hi* decision. If the Secretary de¬ 
termine* to withdraw approval of the Co¬ 
operative Agreement, he shall notify the 
State Agency of his intended withdrawal of 
approval of the Cooperative Agreement, and 
afford the State an opportunity to present 
evidence satisfactory to the Secretary that 
the State ha* remedied the vpertried defect* 
In It* administration of the Cooperative 
Agreement. The Secretary shall state the 
period of tune within which the defect* in 
administration shall be remedied and sat¬ 
isfactory evidence presented to him. and 
upon failure of the State to do so within 
the time stated, the Secretary may there¬ 
upon withdraw bis approval of the Coopera¬ 
tive Agreement without any further op¬ 
portunity afforded to the State for a hearing. 

AjmcLF. X 

ixrNmmirirr or cooncmATivr Aoari. mknt 

The Cooperative Agreement which ha* been 
terminated may be reinstated upon appli¬ 
cation by the State and upon giving evidence 
satisfactory to the Secretary that tho State 
can and win comply with all the provisions 
of the Cooperative Agreement plan and ha* 
remedied aU defects in administration for 
which the Cooperative Agreement was termi¬ 
nated. 

Ajinrix XI 

ASirXDMENTB OF COOMOIATIVT AORmitNT 

This Cooperative Agreement may be 
amended by mutual agreement of the State 
and Secretary An amendment proposed by 
one party shall be submitted to the other 
with a statement of the reasons for such 
proposed amendment. The amendment shall 
bo adopted after rulemaking and the party to 
whom the proposed amendment Is submitted 
shall signify it* acceptance or rejection of the 
proposed amendment, and if rejected shall 
state the reasons for rejection 

Ajkticlk XU 

CIlANCt.S !W STATS OS r*DK*AI. ST A NO AIM 

The Secretary of the Interior or the State 
of Utah may from time to time revise and 
promulgate new or revised reclamation re¬ 
quirements or enforcement and administra¬ 
tion procedures. The Secretary and the Gov¬ 
ernor shall immediately Inform the other of 
any final changes in their respective laws or 
regulations. Each party shall If It determines 
It to be necessary to keep this Cooperative 
Agreement in force, change or revise it* re¬ 
spective laws or regulations. For changes 
which may be accomplished by rulemaking, 
each party shall have sis months In which to 
make such changes. For changes which re¬ 
quire legislative authorization, each party 


has until the close of its nest legislative ses¬ 
sion at which euoh legislation can be con¬ 
sidered in which to make the changes. If 
such changes are not made, then the termi¬ 
nation provision of Article IX may be In¬ 
voked. 

Asnct r XIH 

QVALOTCATION S AND EXrOUXNCt Of nifiONNKL 

The State Agency shall be adequately 
staffed with, or have readily available to It an 
adequate number of qualified personnel to 
carry out fully the requirement# of the Co¬ 
operative Agreement. The personnel of the 
State Agency shall be so qualified that the. 
end result of thekr effort* Is comparable to 
that which would have resulted from admin¬ 
istration by Department of Interior person¬ 
nel. 

Asttcls XIV 
itiKTUCT or iNmorr 

No member of the State Agency or agencies 
responsible for the administration of the 
State law and rules and regulations relating 
to thin Cooperative Agreement shall partici¬ 
pate m the review, analyst*, administration, 
decision-making, or enforcement actions re¬ 
lating to any operation subject to this Coop¬ 
erative Agreement if such person has, directly 
or Indirectly, any financial interest In a com¬ 
pany, partnership, organization, or corpora¬ 
tion <parent or subsidiary) which owns, op¬ 
erates or ha* a financial interest in such oper¬ 
ation subject to this Cooperative Agreement. 

Asttcijc XV 

W'irMKNT AMD L ANOKA TO* It 5 

The BtAte Agency shall have equipment, 
laboratories, and facilities with which all in¬ 
spections, investigations, studies, test*, anal¬ 
yses, can be performed or determined, and 
which are necessary to carry out the require¬ 
ment* of the Cooperative Agreement or have 
access to such facilities and personnel 

Asnctr XVI 

ZXC1LANGK OF IMFOSMATION 

A. Organisational and Functional State¬ 
ment. The State Agency and the Secretary 
shall advise each other of the organization, 
structure, functions, and dutleo of the office*, 
department*, divisions, and persons within 
their organizations. Each shall advise 
promptly the other In writing of changes In 
personnel, officials, heads of a department 
or division, or a change in the function* or 
duties of persons occupying the principal 
offices within the organization. The State 
Agency and the Secretary shall ad vine each 
other in writing the location of it* various 
offices, addresses, telephone numbers, and the 
names, location, telephone numbers of their 
respective mine inspectors and the area with¬ 
in the State for which such Inspectors are 
responAlble. and shall advise promptly of any 
changes In such. 

B. Laics Rules and Regulations. The State 
Agency and the Secretary shall provide to 
each other copies of their respective laws, 
rules, regulations and standards pertaining 
to the enforcement and administration of 
thl* Cooperative Agreement and promptly 
furnish copies of any final revision of such 
laws, rules, regulations, and standard* when 
the revision becomes effective. 

Asticue xvn 
sntvavATtoM or right* 

This Cooperative Agreement shall not be 
construed as waiving or preventing the as¬ 
sertion of any right* the Governor and the 
Secretary may have under the Mineral leas¬ 


ing Act or the Constitution of the United 
State*. 

State of Utah. 

Scot t Matiuoom. 
Governor of Utah 

Department of the Interior. 

Thomas 8. Kum, 
Secretary of the Interior. 

IFR Doc.77-640 Filed 1-6-77;8:45 am) 


DEPARTMENT OF DEFENSE 
Office of the Secretary 
[ 32 CFR Part 242a ] 

BOARD OF REGENTS OF UNIFORMED 
SERVICES. UNIVERSITY Of THE 
HEALTH SCIENCES 

Public Meeting Procedures 

Correction 

In FR Doc. 76-37531 appearing at page 
55724 of the issue for Wednesday, De¬ 
cember 22, 1976, on page 55726, from the 
fifth, sixth, and seventh lines of l 242a.5 
«b), first column, page 55726. delete the 
phrase “determine by a recorded vote 
that Board or committee, as applicable/’. 


ENVIRONMENTAL PROTECTION 
AGENCY 
[ 40 CFR Part 22 ] 

[FRL 668-3) 

ADMINISTRATIVE PRACTICES AND 
PROCEDURES 

Financial Assistance to Participants in 
Agency Proceedings; Advance Notice of 
Proposed Rulemaking 

1. Introduction . On June 11, 1976. a 
petition for rulemaking to provide for 
agency reimbursement of the costs of 
public participation in EPA decision¬ 
making was filed with EPA by the Envi¬ 
ronmental Defense Fund (EDF), Joined 
by Consumers Union and the Center for 
Auto Safety. On October 20. 1976, the 
Administrator wrote to EDF expressing 
his opinion that "EDFs proposal has 
merit and warrants EPA's serious con¬ 
sideration/' and promising to establish 
a task force of agency employees to ex¬ 
plore the question and prepare recom¬ 
mendations. Although no final agency 
decision ha4 yet been made, upon fur¬ 
ther consideration the merits of EDF* 
proposal appear clear enough to justify 
issuing this Advance Notice of Proposed 
Rulemaking to solicit comment. These 
comments should provide information 
that could then be used to prepare, if 
appropriate, a Notice of Proposed Rule¬ 
making setting forth the mechanics of 
a permanent program in some detail. No 
money will be disbursed for funding par¬ 
ticipation in EPA decision-making until 
rulemaking proceedings are completed 
and a final rule has been issued. 

Comments on all aspects of the pro¬ 
posed program, and in particular on the 
questions specified in part 5 below, arc 
invited. All comments received on or be¬ 
fore March 8, 1977, will be considered. 
Comments should be addressed to the 
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General Counsel (A-130). Environmental 
Protection Agency. 401 “M” 8treet, 8.W„ 
Washington. D.C. 20460, Attention: Pub¬ 
lic Participation ANPRM. 

This proposal addresses only the ques¬ 
tion of public participation in EPA pro¬ 
ceedings other than rulemakings held 
under authority of section 6 of the Toxic 
Substances Control Act (TSCA). 00 Stat. 
2003. 2020-27 (October 11,1976). Explicit 
statutory authority to compensate par¬ 
ticipants in such rulemakings has been 
delegated to EPA. and EPA intends to 
make use of that authority. However. If a 
program of compensation for participa¬ 
tion in other agency activities is author¬ 
ized. it is anticipated that it will be 
similar In many respects to the compen¬ 
sation program under TSCA. 

2, Policy considerations . The past 
decade or so has seen a very great in¬ 
crease in participation in agency pro¬ 
ceedings by representatives of interests 
without a direct financial stake In the 
outcome. By now there is a substantial 
body of comment on this development 
by judges, legal scholars, agency officials. 
Congressional committees, and individual 
Congressmen. 1 Most of It speaks very 
favorably both of the technical abilities 
of these representatives and of the con¬ 
tribution they have made to better 
agency decisions. They havo often pro¬ 
vided facts and arguments relevant to 
the statutory purpose that would not 
otherwise have been urged on the agency 
and which the agency might not have 
uncovered or fully appreciated on its 
own. 

Such groups and Individuals have been 
particularly active in EPA proceedings, 
and past and present EPA officials have 
testified to the value of their contri¬ 
bution. 

The lack of a financial stake in the 
outcome, however, has meant that par¬ 
ticipation In agency proceedings by rep¬ 
resentatives of these interests has often 
been constrained for lack of funds. Even 
at EPA. participation by such groups In 
agency decisions to which they could 
potentially have made a valuable con¬ 
tribution has been spotty, particularly 
where highly technical areas are con¬ 
cerned. 

Accordingly, the view has grown up, 
and Is expressed in much of the litera¬ 
ture, that Informed decisions by an 
agency as to what the statutory purpose 
requires would be assisted by wider rep¬ 
resentation of these Interests, and that 
public funds should be made available 
where necessary to that end. 

3. Legal authority.No EPA statuteother 
than TSCA explicitly authorizes the pay¬ 
ment of appropriated funds to assist 


1 The liter a lure U well known and freely 
available and wUl not be analysed In detail 
here. Pun citation* can be found In the 
PDA* republi cation of a petition parallel to 
this one, 41 PR 36855 et seq (August 26, 
1976), and In a volume of hearings on the 
subject. Hearings on 3. 2716 before the Sen¬ 
ate Subcommittee on Administrative Prac¬ 
tice. 94th Cong, 2d 8*sa. (Jan. 30. 1976. 
February 6. 1976). 


public participation in agency proceed¬ 
ings. However, the Comptroller General 
of the United States has decided that 
even in the absence of such explicit au¬ 
thority such expenditures arc proper in 
some circumstances. 

In an opinion dated February 19. 1976, 
rendered at the request of the General 
Counsel of the Nuclear Regulatory Com¬ 
mission (NRC) the Comptroller General 
stated as the basic principle governing 
his decision the long-standing position 
of his office that 

whore an appropriation Is made for a par¬ 
ticular object, purpose, or program. It 1 a 
available for expense* which are reasonably 
necessary and proper or Incidental to the 
execution of the object, purpose or program 
for which the appropriation was made, ex¬ 
cept as to expenditure* in contravention of 
law or for some purpose for which other ap¬ 
propriation* are made specifically available. 
(Citation* omitted.} Comptroller General* 
decision No. B 9?388 Feb. 16. 1976 at 3 

The Comptroller General emphasized 
that under this test the agency concerned 
would have broad authority to make 
either a positive or a negative decision 
on public funding. Applying these prin¬ 
ciples. he stated his final conclusion in 
two slightly different forms which we 
presume arc meant to be equivalent in 
substance: 

In view of | thews principles), If NRC In the 
exercise of tta administrative discretion, de¬ 
termine* that It cannot make the required 
determination unless It extend* financial as- 
sifttance to certain interested parties who re¬ 
quire It. and whoae participation l* essential 
to dispose of the matter before It. wo would 
not object to use of its appropriated funds 
for this purpose. 

Id. at 4. 


We hold only that NRC has the statutory 
authority to facilitate public participation In 
Its proceedings by using Its own funds to 
reimburse Interveners when (I) It bellovoi 
that such participation Is required by statute 
or necessary to represent adequately op¬ 
posing points of view on a matter and (2) 
when It finds that the Intervenes Is Indigent 
or otherwise unable to bear the financial 
coats of participation in the proceeding*. 

Id. at 7. 

After this opinion was rendered. Con¬ 
gressman John Moss inquired of the 
Comptroller Oeneral whether the same 
result would apply to nine other agencies, 
including EPA. In a letter dated May 10. 
1976. the Comptroller General replied 
that It would for the same reasons given 
in his formal opinion, and added "We 
would like to emphasize, however, that it 
is within the discretion of each Indi¬ 
vidual agency to determine- whether the 
specified tests have been met. 

EPA docs not believe the Comptroller 
General means that funding Is only au¬ 
thorized where without it the agency will 
be unable to moke any decision at all, or 
unable to make a decision that will 
survive Judicial review. Such tests are not 
the measure of the Agency* responsibil¬ 
ity under Its statutes. EPA* respon¬ 
sibility is rather to make the best deci¬ 
sion possible with the time and resources 
available, and we believe It follows from 


this standard that EPA Is authorized to 
fund participation whenever the funded 
participation, in EPA* judgment, is 
“necessary*’ or “essential- to that result. 
Indeed, any other reading would make 
the Comptroller General* opinion appli¬ 
cable to so few cases as to largely drain 
it of meaning. 

Similarly, we do not believe that 
simply because a potential participant in 
an agency proceeding does have some re¬ 
sources which it might conceivably de¬ 
vote to that proceeding it should be held 
ineligible for funding. Such a view could 
lead to a “Catch-22” situation in which 
a group which might conceivably be 
eligible for funding in, for example, eight 
proceedings, and had enough resources of 
its own to participate adequately in three 
of them, might be denied funding for all 
eight because each of the eight might 
conceivably turn out to be one of the 
three In which it might choose to partici¬ 
pate with its own resources. Instead, we 
believe that potential participants should 
be allowed to make a showing of what 
they would do without agency funding, 
and that agency funding should then be 
potentially available for any activity 
above that baseline. 

4. Draft regulation . Although no final 
regulation giving permanent form to any 
EPA participation funding program wlU 
be promulgated, and no funds will be dis¬ 
bursed for that purpose, without a formal 
notice of proposed rulemaking and op¬ 
portunity for comment on it. In this sec¬ 
tion we reproduce EDP* proposed reg¬ 
ulation to give some advance idea of what 
such a proposal might contain. EPA does 
not endorse this regulation; It Is proposed 
for preliminary comment only. Any final 
regulation would be the first regulation 
in a new Part 22 to Title 40 of the Code 
of Federal Regulations. This new Part 
would be entitled “Administrative Prac¬ 
tices and Procedures.- 

EDP PlOPb&LL 

122.1 

(1) The Administrator may provide com¬ 
pensation for reasonable attorney's fees, ex¬ 
pert witness fees, and other reasonable costs 
of participation Incurred by eligible partici¬ 
pants In any rulemaking, adjudicatory, or 
enforcement proceeding conducted pursuant 
to the Agency* authority, whenever ptiblio 
participation in such a proceeding promotes 
or can reasonably be expected to promote a 
full and fair determination of the Issue* in¬ 
volved In the proceeding. 

(2) Any person is eligible to receive an 
award under this section for participation 
(whether or not as a party) In a rulemaking, 
adjudicatory, or enforcement proceeding if— 

(D The person represents an Interest the 
representation of which contributes or can 
reasonably be expected to contribute sub¬ 
stantially to the resolution of the subject 
matter of fhe proceeding, taking Into account 
the number and complexity of the Issues 
presented, the Importance of public partici¬ 
pation. and the need for representation of a 
fair balance of Interests; and 

(U)(a) Tbs economic Interest of tho per¬ 
son in the outcome of the proceeding Is small 
in comparison to the oo*ta of effective 
participation in the proceeding by that per¬ 
son or. In the case of a group or organization, 
the economic interest of the individual mom* 
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ber* of such group or organisation la small 
In comparison to the costa of effective partici¬ 
pation in the proceedings: or 

( 11 ) (b) The person demonstrate* to the 
satisfaction of the Administrator that such 
person does not have sufficient resources 
available adequately to participate In the 
proceeding In the absence of an award under 
this section- 

(3) <1) In order to facilitate public partici¬ 
pation. the Administrator shall make a de¬ 
termination of the eligibility of a person for 
an award under this section, and the amount 
of such award, prior to the commencement 
of any proceeding, unless the Administrator 
makes an express written finding that such 
a determination cannot practically be made 
at that time. 

(11) Payment of fees and costa under this 
section shall be made within DO days of the 
date on which a final decision or order dis¬ 
posing of the matters Involved tn the pro¬ 
ceeding Is made by the Administrator. If an 
eligible person establishes. In a manner to 
be prescribed by the Administrator, that Its 
ability to participate In the proceeding will 
be impaired by the failure to receive funds 
prior to the conclusion of the proceeding, 
then the Administrator shall make the nec¬ 
essary advance payments to permit the per¬ 
son to participate or to continue to partici¬ 
pate In the proceeding. 

< 111) Reasonable attorney's fees, expert wit¬ 
ness fees, and other reasonable costs of par¬ 
ticipation awarded under this section shall 
be based upon prevailing market rates for tho 
kind and quality of service provided, but in 
no event shall expert witness fees exceed the 
rate of compensation (including fringe bene¬ 
fits and overhead) paid to EPA’a expert wit¬ 
nesses, and other personnel with comparable 
experience and expertise. 

5. Questions. Comment is requested on 
all aspects and Implications of the fund¬ 
ing proposal discussed above. Of particu¬ 
lar Importance however, are comments 
related to the detailed mechanical and 
policy problems of setting up and op¬ 
erating any actual compensation system. 
Whatever the general or theoretical mer¬ 
its of funding public participation In 
agency decision-making. EPA cannot re¬ 
sponsibly take steps to establish a pro¬ 
gram to fund it until these questions 
have been answered In* some detail, and 
in a way which provides a basis for con¬ 
cluding that the effort needed to admin¬ 
ister it will not amount to an impractical 
burden. Those with an interest in see¬ 
ing EPA proceed to the stage of practical 
Implementation arc therefore particular¬ 
ly advised to address the questions set 
forth below. If a decision to proceed fur¬ 
ther is then made, the answers will be 
used to prepare a detailed Notice of Pro¬ 
posed Rulemaking. 

1. The budget for any program of 
compensating public participation is 
likely to be severely limited, particularly 
during the first few years. Accordingly, 
it w'ill be necessary to set priorities for 
the use of what money is available. To 
help gather information on the basis of 
which such priorities can be established, 
all those who consider themselves poten¬ 
tial recipients of funds under such a pro¬ 
gram are asked the following questions: 

l. What EPA proceedings did you parti¬ 
cipate in during the last fiscal year? 
What was the nature and extent of your 
participation? 


it If unlimited EPA funding for public 
participation in agency proceedings had 
been available during the past fiscal year, 
what agency proceedings would you have 
participated in? What would the nature 
and extent of your participation have 
been? How much agency funding would 
you have required for this level of par¬ 
ticipation? 

ill. Please answer question ii on the 
assumption that the agency funding 
available was (a) a half ib> a quarter 
<c> an eighth <d> a sixteenth, of what 
you would have spent had funds been 
unlimited. 

2. More generally, what standards of 
priority and eligibility for funding should 
be established under any compensation 
scheme? Should participation be re¬ 
stricted to or focused upon certain classes 
of agency proceedings? If so. what should 
they be and why? Should certain classes 
of proceedings be excluded or given lower 
priority, such as enforcement proceed¬ 
ings or informal meetings? If so, what 
should they be. and why? 

Should all expenses be eligible for com¬ 
pensation, or should certain types of ex¬ 
pense be excluded from the outset? If 
the latter, what should be excluded? 
Should certain types of expense (such as 
fees for expert witnesses> be more read¬ 
ily compensated than others? If so. what 
should they be? 

How should applicants for funding be 
evaluated? 8hou!d any potential appli¬ 
cants be excluded from the beginning? 
Should any be treated particularly favor¬ 
ably? If so. what should the criteria be? 

Co mm enters who have answered ques¬ 
tion 1 arc encouraged to Integrate their 
responses to that question into their an¬ 
swer to this one. 

3. Details of administration must also 
be settled before any program can be 
Implemented. In this connection: 

I. It would seem that the program of¬ 
fice 1 most directly Involved with a par¬ 
ticular proceeding should make decisions 
as to funding since It is in the best posi¬ 
tion to Judge the contribution to the de¬ 
cision that such funding can make. Are 
there reasons why such an approach 
should not be adopted? What alternatives 
are there, and what are the arguments 
in favor of them? 

II. When should decisions on funding 
be made, and when should the money be 
disbursed—before a proceeding or shortly 
after its close? Is some combination of 
these approaches the best alternative? If 
so. what should it be? 

ill. In general, what method of admin¬ 
istering such a program can you suggest 
that would both hold costs of administra¬ 
tion down to a small fraction of the 
money disbursed and at the same time be 
fair to all concerned and be perceived as 
fair to all concerned? 

This Advance Notice of Proposed Rule- 
making is issued under authority of Scc- 


«E g.. Office of Water Planning and Stand¬ 
ard*. Office of Noise Abatement and Control. 
Office of Pent 1c Idea Program*. 


tion 301(a) of the Clean Air Act. 42 
U.S.C. 1857(a). Section 501(a) of the 
Federal Water Pollution Control Act, 33 
UB.C. 1381(a). 

(Sec- 25(a)(1) of the Federal Insecticide. 
Fungicide, and Rodentlclde Act. 7 OS.C 138 
(w). and eec 1460(a) of the Safe Drinking 
Water Act. 43 US.C. 300)-0. 7004 of the 8olid 
Waate Disposal Act. 43 OS.O. 6074. and 208 
of the Marine Pro Lection. Research, and Sanc¬ 
tuaries Act of 1873. 33 U.S.C. 1418.) 

Dated: January 3.1977. 

Russxll E. Train, 
Administrator. 

(PR Doc.77-651 Filed 1-0-77;8:45 am] 


[ 40 CFR Part 52] 

[FRL 667-7] 

APPROVAL AND PROMULGATION OF 
IMPLEMENTATION PLANS 

Proposed Amendments to the Utah 
Transportation Control Plan 

On June 22. 1973 (38 FR 16550> the 
Administrator disapproved the control 
strategy for carbon monoxide contained 
in the Utah transportation control plan 
which was submitted to EPA on April 16. 
1973. The Administrator proposed a sub¬ 
stitute plan for the attainment and 
maintenance of the national ambient air 
Quality standards for carbon monoxide In 
the Wasatch Front Intrastate Air Qual¬ 
ity Control Region on July 16. 1973 (38 
FR 18984). 

Following public hearings in 8alt Lake 
City tn Julv and August of 1973. the Ad¬ 
ministrator promulgated a transporta¬ 
tion control plan for the Wasatch Front 
AOCR on November 27. 1973 (38 FR 
32663». 

The EPA plan included specific carbon 
monoxide reduction strategics for Ogden. 
Provo and Salt Lake City, and required 
the State to implement a retrofit and 
inspection/maintenance program in a 
four-county area. 

Since the promulgation of the federal 
plan, the State has been working to revise 
its plan to incorporate more recent data 
on carbon monoxide emission reductions 
anticipated from the Federal Motor Ve¬ 
hicle Control Program and the retrofit 
and Inspection, maintenance strategles. 
On September 7, 1976, EPA received 
Utah's revised transportation control 
nton which was adopted by the Utah Air 
Conservation Committee on July 29.1976 
and the 8tate Board of Health on August 
18,1976. The revised plan includes a sum¬ 
mary of ambient carbon monoxide con¬ 
centrations in the Wasatch Front AQCR 
through 1975 and a control strategy 
which predicts that the national stand¬ 
ards for carbon monoxide will be at¬ 
tained In the region bv December 31. 
1978. The second highest 8-hour carbon 
monoxide concentrations on which the 
control strategies are based were: Salt 
Lake City—22 ppm (1970), Ogden—22 
ppm (1973). and Provo—20 ppm (1971). 
A summary of the transportation con¬ 
trol strategies and the anticipated reduc¬ 
tions In carbon monoxide emissions are 
presented in Table 1. 
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Tam.* I. - Httmmary of the effect of the Utah transportation control plan tty Dee. SI, 

1978 


Thm importation control tn«a*ur* 


Roduotion In catfon monoxid* axnladoai (pteoeot) 


Bolt Lak* City 


Ocdao 


I KMVCP..... 

'J- Iruippotloti and mtflnlufutfuw program.. r - 

a Sail LaJka City: 

(a) llcducw Main &L UmlTlc . 

(hi Rrduor inOBo circulation .. 

to) Train< flow tinprovvniMiu. 

(•I.* Mw trsniit IrnttromoioU. 

4 Ogden: 

(a) Traffic oonrallont improveraonU.. 

(10 Mill lo /Ut St. link to 1-IS.... 

M Maaa transit improvement*..... 

(d) I Wb)'p*M.... 

». Provo* 

(a) Traill© flow moaauna.. 

lb) Mwi transit tin prove nwmts.... 

Total reduction*. 

I ted actions requlnNi_................. 


43 

4 

3 

4 . 
3 . 
1 . 


47 

4 


14 

3 


43 

&9 


Many of the Individual strategies for 
the cities have already been implemented, 
with only the traffic flow improvements 
in Ogden and Salt Lake City and the 
20th-21at Street link to 1-15 in Ogden 
yet to be completed Based on the results 
of detailed retrofit studies conducted at 
high-altitude by the State of Colorado 
and EPA which indicated that the retro¬ 
fit strategies would not achieve the emis¬ 
sion reductions anticipated, the revised 
Utah plan has eliminated these strate¬ 
gies. 

The Regional Administrator believes 
that based on currently published in¬ 
formation. the revised Utah plan, when 
fully implemented, should result in the 
attainment and maintenance of the na¬ 
tional standards for carbon monoxide 
throughout the Wasatch Front AQCR 
and that the schedule for implementing 
these strategies is as expeditious as prac¬ 
ticable. Therefore, this notice proposes 
to approve the State's transportation 
control plan and revoke the current EPA 
plan. Before final action can be taken, 
however, the State needs to obtain au¬ 
thority to charge vehicle inspection fees 
and must also adopt regulations to imple¬ 
ment the inspection/maintenance pro¬ 


gram contained In the revised plan Al¬ 
though the emission reductions that are 
likely from several of the control meas¬ 
ures are uncertain, recent Information 
indicates that the carbon monoxide re¬ 
duction achievable from inspection/ 
maintenance is much greater than that 
estimated in the State plan. Conse¬ 
quently. the Agency will defer final ac¬ 
tion on tho proposal until the State has 
had an opportunity to obtain the neces¬ 
sary' authority and regulations. 

Interested persons may participate in 
this rulemaking by submitting written 
comments, preferably in triplicate, to the 
Office of Regional Counsel. UB. Environ¬ 
mental Protection Agency. Region VIII, 
Suite 900, 1860 Lincoln Street, Denver. 
Colorado 80295. All relevant comments 
received on or before January 31, 1977 
will be considered. Copies of the revised 
State plan will be available for public in¬ 
spection and copying at the address given 
above, at EPA's Public Information 
Reference Unit, Room 2922,401 M Street. 

8.W., Washington. D.C. 20460. and at 
the EPA office located in Room 4223, 
Federal Building. 125 8outh State Street, 
Sale Lake City. Utah 84111. This notice 
of proposed rulemaking is Issued under 


the authority of Section 110 of the Clean 
Air Act (42 UB.C. 1857c-5>. 

Dated: December 23.1976. 

Roger Williams. 
RcQional Administrator. 


PART 52—APPROVAL AND PROMULGA¬ 
TION OF IMPLEMENTATION PLANS 

It Is proposed to amend Part 52 of 
Chapter L Title 40 of the Code of Federal 
Regulations os follows: 

Subpart TT—Utah 

1. In & 52.2320. paragraph (c), para¬ 
graph (5) Is added as follows: 

§ 52.2320 l«lf ntifiration of plan. 

• • • • • 

<c> The plan rev isions listed below were 
submitted on the dates specified. 


(5) Revised transportation control 
Plan submitted August 31, 1976. by the 
Governor. 

§ 32.2333 [ Revoked 1 

2. 8ection 52.2335 is revoked. 

§52.2336 [Revoked] 

3. Section 52.2336 Is revoked. 

§52.2338 [ Revoked J 

4. Section 52.2337 is revoked. 

§52.2338 [Revoked] 

5. Section 52.2338 is revoked. 

§52.2339 [Revoked] 

6. Section 52.2339 Is revoked. 

§ 52.23iO [Revoked] 

7. Section 52.2340 is revoked. 

§52.23*1 [Revoked] 

8. Section 52.2341 is revoked. 

§52.2342 [Revoked] 

9. Section 52.2342 is revoked. 

§ 32.2313 [Revoked] 

10. Section 52.2343 is revoked. 

(PR Doc.77-644 Plied 1-6-77:8:46 am) 
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This section of the FEDERAL REGISTER contains document* other then rules or proposed rules that are applicable to the public. Notices 
of hearings and Investigations, committee meetings, agency decisions and rulings, delegations of authority, filing of petitions and application! 
end agency statements of organisation end functions ere examples of documents appearing In this section. 


DEPARTMENT OF AGRICULTURE 

Agricultural Marketing Service 

SHIPPERS ADVISORY COMMITTEE MAR¬ 
KETING ORDER NO. 905-7 CER PART 

905 REGULATING THE HANDLING OF 

ORANGES, GRAPEFRUIT, TANGERINES, 

AND TANGELOS GROWN IN FLORIDA 

Public Meeting 

Pursuant to the provisions of 10(a) 
(2) of the Federal Advisory Committee 
(86 Stat. 770), notice is hereby given of 
a meeting of the Shippers Advisory Com* 
mittee established under Marketing Or¬ 
der No. 905 (7 CFR Part 905). This or¬ 
der regulates the handling of oranges, 
grapefruit, tangerines, and tangclos 
groan in Florida and is effective pursu¬ 
ant to the provisions of the Agricultural 
Marketing Agreement Act of 1937. as 
amended (7 UB.C. 601-674). The com¬ 
mittee will meet in the A. B. Michael Au¬ 
ditorium of the Florida Citrus Mutual 
Building. 302 South Massachusetts Ave¬ 
nue, Lakeland. Florida, at 10:30 am., on 
January 25.1977. 

The meeting will be open to the public 
and a brief period will be set aside for 
public comments and questions. The 
agenda of the committee Includes anal¬ 
ysis of current Information concerning 
market supply and demand factors, and 
consideration of recommendations for 
regulation of shipments of the named 
fruits. 

The names of committee members, 
agenda, summary of the meeting and 
other information pertaining to the 
meeting may be obtained from Prank D. 
Trovillion. Manager, Growers Adminis¬ 
trative Committee. P.O. Box R, Lake¬ 
land. Florida 33802: telephone 813- 
682-3103. 

Dated: January 3, 1977. 

William T. Manley, 
Deputy Administrator 
Program Operations. 

|FB Doc.77-582 Filed 1-6-77:8:45 am) 


Food and Nutrition Service 

NATIONAL ADVISORY COUNCIL ON MA¬ 
TERNAL, INFANT AND FETAL NUTRITION 

Meeting 

Pursuant to the Federal Advisory Com¬ 
mittee Act <Pub. L. 92-463), announce¬ 
ment Is made of the following Commit¬ 
tee meeting: 

Name: National Advisory Council on Mater¬ 
nal. Infant and Fetal Nutrition. 

Date and time: February 0-10.1077: 8:30 a m. 
Place: Holiday Inn, 175 Piedmont Avenue, 
Atlanta. Georgia 

Purpose of meeting: The Council will study 
and discus* various Issue* concerning the 


operation of the Special Supplemental 
Food Program for Women, Infant* and 
ChUdren (WIC). 

Proposed agenda: The agenda will cover the 
WIC Program’s proposed regulation*, and 
Issue* related to Program operations to 
be dealt with In the Advisory Council’s 
report u> the Congress 
This meeting wlU be open to the public. 

Persons wishing to attend the meeting 
as observers, or wishing to submit writ¬ 
ten comments, should write BUI Shaw, 
Special Supplemental Food Division, 
Food and Nutrition Service. US. Depart¬ 
ment of Agriculture, Washington. D.C. 
20250, telephone (202) 447-8421. 

Dated: January 3, 1977. 

Richard L. Feltner, 
Assistant Secretary. 
|PRDoc.77-540 FUed l-6-77;8:45 am) 


Commodity Credit Corporation 

[Arndt. 3) 

SALES OF CERTAIN COMMODITIES 

Monthly Sales List (Period July 1. 1976 

Through May 31, 1977); CCC-Owned 

Commodities Notice to Buyers 

The CCC Monthly Sales List for the 
period July 1, 1976 through May 31. 
1977, published at 41 FR 29198 is 
amended as follows: 

1. The last sentence of Section 1(b) 
entitled “General" is revised to read as 
follows: 

Interest at 8 percent will be charged for 
delinquent payment* on dairy product sale* 
and on consignment and track grain aalee. 

2. Section 31 is added which reads as 
foUows: 

Peanut Farmers Stock—Restricted Use 

Sales—Crushing or Export—{Segregation 

t lots) 

t. The minimum price 1* the market price 
but not lew then the formula price which U 
100 percent of the 1076 crop price aupport 
value (prior to deduction for storage, han¬ 
dling and inspection) for the applicable lo¬ 
cation type and quality, plus a markup. On 
December 6, 1076. a markup will begin to 
accumulate at the rate of SI.00 per net ton 
per week (farmer* stock b**l*). 

2. Pending final determination of 1076 
price aupport value* the following factor 
ahall apply for tales purpose*: 


P MK <1«4- OKdol- LHK ELK <Iol* 
lun per U/v per dollars lanptr 

Type portent parevnt per pnroent 

net too net ton pound net ton 

bed* basis basis 


Rosin**.... 

M».d 

1.40 

aor7 . . 

ftpuMi.... 
vWtola..^ 


1.40 

.07.. 

6. VI!* 

LOO 

.10 a «3 

Yakut ix ... 

0.W 

LOO 

.10.. 


8. Sale* are made under announcement 
FV-P-PS-1. When stocks are available, lot 
list* or Invitations to bid will be Issued 
by peanut associations for submission of 
competitive bids each Monday to the Prairie 
Village ASCS Commodity Office. 

4. Permissible uses of the peanut*, which 
are listed In more detail In announcement 
FV-P-FS-1. Include the export erf shelled 
peanuts, of any type, which grade U S. 
Splits or US. No. 1 or better or "With 
Split!" grades a* defined In Marketing Agree¬ 
ment for Peanut* No. 146. and the remaining 
kernel* crushed domestically or exported for 
crushing If fragmented In accordance with 
PV-P-F8-1. 

3. Section 32 is added which reads as 
follows: 

Peanuts, Farmers Stock—Restricted Use 

Sales—Domestic Crushing and Domestic 

Use of Oil (Segregation 1 and 2 lots) 

Competitive offer basis under Announce¬ 
ment FVP-DCO-1. Adjustment* in the sales 
price, for oil and ammonia content, will be 
made after delivery Proof of domestic utili¬ 
sation of peanut oil will be required per 
Announcement FVP-DCO-1. 

When stocks are available, lot list* or In¬ 
vitation* to bid will be Issued by peanut 
association* for submission of bids each Mon¬ 
day to the Prairie Village ASCS Commodity 
Office. 

4. Section 33 is added which reads as 
foUows: 

Peanut Oil, Prime Crude—Restricted Use 

Sales—Domestic Use (Bulk—FOB origin— 

Car lot Quantities) 

Competitive offer basts under Announce¬ 
ment PVP CPO 1 with Issuance of Invita¬ 
tions by and submission of bid* to the 
Prairie Village ASCS Commodity Office. Proof 
of domestic utiliz ation is required per An¬ 
nouncement PVP-CPO-l. 

(See 4, 62 Stat. 1070. as amended (15 U.8.O. 
714b): sec. 407. 63 8tat. 1055. as amended (7 
USC 1427).) 

Effective date: 2:30 p.m. (E8T> No¬ 
vember 30, 1976. 

Signed at Washington, D.C. on De¬ 
cember 27, 1976. 

Kenneth E. Frick. 

Executive Vice President. 

Commodity Credit Corporation 
| FR Doc.77-681 FUed 1-6-77:8:45 ami 


Rural Electrification Administration 


NORTHERN MICHIGAN ELECTRIC CO¬ 
OPERATIVE. INC., BOYNE CITY. MICH¬ 
IGAN 


Proposed Loan Guarantee 

Under the Authority of Pub. L. 93-32 
(87 STAT. 65) and in conformance with 
applicable agency policies and proce¬ 
dures as set forth in REA Bulletin 20-22 
(Guarantee of Loans for Bulk Power 


» 
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Supply Facilities). notice is hereby given 
that the Administrator of REA will con¬ 
sider providing a guarantee supported by 
the full faith and credit of the United 
States of America for a loan in the ap¬ 
proximate amount of $135,000,000 to 
Northern Michigan Electric Cooperative. 
Inc., of Boyne City, Michigan. These loan 
funds will be used to finance the pur¬ 
chase of 11.22 percent of Detroit Edison 
Company’s Enrico Fermi No. 2 nuclear 
powered 1100 MW generating unit and 
to construct approximately 48 miles of 
transmission line. 

Legally organized lending agencies ca¬ 
pable of making, holding and servicing 
the loan proposed to be guaranteed may 
obtain information on the proposed proj¬ 
ect. including the engineering and eco¬ 
nomic feasibility studies and the pro¬ 
posed schedule for the advances to the 
borrower of the guaranteed loan funds 
from Mr. Clyde L. Johnson. Jr.. General 
Manager, Northern Michigan Electric 
Cooperative. Inc., P.O. Box 138, Boyne 
City. Michigan 49712. 

In order to be considered, protnxsals 
must be submitted on or before Febru¬ 
ary 7, 1977, to Mr. Johnson. The right is 
reserved to give such consideration and 
make such evaluation or other disposi¬ 
tion of all proposals received, as North¬ 
ern Michigan Electric Cooperative. Inc.. 
and REA deem appropriate. Prospective 
lenders are advised that the guaranteed 
financing for this project is available 
from the Federal Financing Bank under 
a standing agreement with the Rural 
Electrification Administration. 

Copies of REA Bulletin 20-22 are avail¬ 
able from the Director. Information 
Services Division. Rural Electrification 
Administration. U.S. Department of Ag¬ 
riculture, Washington. D.C. 20250. 

Dated at Washington. D.C . tills 28 day 
of December. 1976. 

David H. Askkgaasd. 

Acting Administrator. 

Rural Electrification Administration. 

[FR Doc.77-347 Filed 1-6-77; 8:46 amj 


WOLVERINE ELECTRIC COOPERATIVE, 
INC., BIG RAPIDS. MICHIGAN 

Proposed Loan Guarantee 

Under the authority of Pub. L. 93-32 
(87 Stat. 65) and in conformance with 
applicable agency policies and procedures 
as set forth in REA Bulletin 20-22 
'Guarantee of Loans for Bulk Power 
Supply Facilities), notice is hereby given 
that the Administrator of REA will con¬ 
sider providing a guarantee supported by 
the full faith and credit of the United 
States of America for a loan in the ap¬ 
proximate amount of $106,000,000 to 
Wolverine Electric Cooperative. Inc., of 
Big Rapids. Michigan. These loan funds 
will be used to finance the purchase of 
8.78 percent of Detroit Edison Company 's 
Enrico Fermi No. 2 nuclear powered 
1100 MW generating unit and to con¬ 
struct approximately 21 miles of trans¬ 
mission line. 

Legally organized lending agencies ca¬ 
pable of making, holding and servicing 
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the loan proposed to be guaranteed may 
obtain information on the proposed proj¬ 
ect, including the engineering and eco¬ 
nomic feasibility studies and the pro¬ 
posed schedule for the advances to the 
borrower of the guaranteed loan funds 
from Mr. John N. Keen. Manager. Wol¬ 
verine Electric Cooperative. Inc.. P.O. 
Box 1133. Big Rapids. Michigan 49307. 

In order to be considered, proposals 
must be submitted on or before Febru¬ 
ary 7. 1977. to Mr. Keen The right is 
reserved to give such consideration and 
make such evaluation or other disposi¬ 
tion of ail proposals received, as Wol¬ 
verine Electric Cooperative. Inc., and 
REA deem appropriate. Prospective lend¬ 
ers are advised that the guaranteed fi¬ 
nancing for this project is available from 
the Federal Financing Bonk under a 
standing agreement with the Rural 
Electrification Administration. 

Copies of REA Bulletin 20-22 are avail¬ 
able from the Director. Information 
Services Division, Rural Electrification 
Administration. U.8. Department of 
Agriculture, Washington. D.C. 20250. 

Dated at Washington. D.C.. this 28th 
day of December. 1976. 

David H. Asxegaard, 

Acting Administrator. Rural 
Electrification Administration. 

Acting Administrator. 

Rural Electrification Administration. 

| FR Doc.77-348 Filed 1-6-77; 8:45 am) 


Office of the Secretary 

ADVISORY COMMITTEE ON CONTAINER 

STANDARDS FOR FRESH FRUITS AND 

VEGETABLES 

Establishment 

Pursuant to section 9(a) (2) of the 
Federal Advisory Committee Act (Pub. 
L. 92-463), and after consultation with 
the Office of Management and Budget, 
the Secretary of Agriculture has deter¬ 
mined that it is in the public interest to 
establish an Advisory Committee on Con¬ 
tainer Standards for Fresh Fruits and 
Vegetables. 

The purpose of this committee will be 
to study the problems associated with 
voluntary container standards and to 
recommend ways to reduce the number of 
different shipping containers used for 
fresh fruits and vegetables to encourage 
uniformity and consistency In commer¬ 
cial practices and to promote more effi¬ 
cient handling of said shipping contain¬ 
ers. The committee will include repre¬ 
sentatives of ail segments of the fresh 
fruit and vegetable industry Including 
producers, packers, carriers, wholesalers, 
retailers and consumers. 

Any comment on the establishment of 
this committee may be directed to Floyd 
F. Hedlund, Director, Fruit and Vegeta¬ 
ble Division. Agricultural Marketing 
8ervlcc. U.8. Department of Agriculture. 
Washington. D.C. 20250, not later than 
January 21, 1977. 

All written submissions made pursuant 
to this notice shall be made available for 
public inspection at the Office of Dtrec- 


1497 

tor. Fruit and Vegetable Division, during 
regular business hours. 

Dated: January 4. 1977. 

J. Paul Bolduc, 
Assistant Secretary 
for Administration. 

I FR Doc.77 580 Filed 1-6-77:8:45 am] 

CIVIL AERONAUTICS BOARD 

I Order 77-1-6; Docket 30262) 

BRITISH AIRWAYS 

Transatlantic Specific Commodity Rates; 

Order of Suspension and Investigation 

Adopted by the Civil Aeronautics 
Board at its office in Washington. D.C. on 
the 23rd day of December. 1976. 

On December 6. 1976, British Airways 
filed tariff revisions proposing several 
new specific commodity rates (SCR’s) for 
traffic from the United Kingdom to the 
United States, to be effective January 5, 
1977.* The rates, for items 2102 (Cloth), 
6807 (Plastic Foil and/or Sheets) and 
7047 (Decals), would be set at a level of 
28 U-K. pence per kg., with a minimum 
weight of 4.000 kgs., from London. Glas¬ 
gow. and Manchester to New York. Com¬ 
plaints requesting suspension pending in¬ 
vestigation have been submitted by Pan 
American World Airways. Inc. (Pan 
American), Seaboard World Airlines. 
Inc. (Seaboard), and Trans World Air¬ 
lines. Inc. (TWA). 

In support of Its proposal. British Air¬ 
ways alleges that the rates are necessary 
to move the affected commodities by air 
rather than surface; that in the last 
three months well over half the traffic 
that could be carried at these rates has 
reverted to surface transportation; and 
that nil of these commodities are ex¬ 
tremely dense (over 13 kgs. per ca ft) 
and would produce a much higher yield 
per cil ft than the regular, general con¬ 
tainer rates. 

The complainants generally assert that 
British Airways' proposed SCR's are 
patently uneconomic, represent signifi¬ 
cant reductions (35-42 percent) from the 
rates currently applicable to these com¬ 
modities. and would produce yields far 
below the U.S. carriers' costs of service; 
that the proposal runs directly counter to 
the Boards long-standing policy, re¬ 
peatedly expressed in orders and policy 
statements, of urging the carriers to re¬ 
duce reliance on discounted specific com¬ 
modity rates; and that British Airways 
has provided no meaningful data or sup¬ 
port for its allegations about the move¬ 
ment of this traffic on surface as opposed 
to air transportation. TWA adds, with 
supporting U.S. Commerce Department 
data, that over the lost year air traffic, 
as a percent of the total U.K.-U.S. air/ 
surface traffic in these commodities, has 
actually increased and thus, there has 
been no diversion to surface; and that 
the applicable surface rates for these 
items are still so far below even the re¬ 
duced rates proposed by British Airways 


’Filed by John M Sampson. Agent. Tariff 
C-A3. No. 19. 
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Uiat the latter offer no serious generative 
value. 

Upon consideration of the tariff filing, 
the complaints, and all other relevant 
matters, the Board has concluded that 
the proposed rates may be unjust, un¬ 
reasonable. unjustly discriminatory, un¬ 
duly preferential, unduly prejudicial, or 
otherwise unlawful and should be in¬ 
vestigated. The Board further concludes 
that the rates should be suspended pend¬ 
ing investigation. 

The Board, in its policy statements and 
in prior orders, has often urged the car¬ 
riers to reduce their reliance on specific 
commodity rates to move so large a por¬ 
tion of international cargo traffic. Any 
new commodity rates should be intro¬ 
duced for the specific purpose of attract¬ 
ing new traffic to air. should have a 
strong generative potential with a mini¬ 
mum possibility of diverting traffic al¬ 
ready moving at existing air rates, and 
should be priced at the maximum level 
possible, reflecting the value of air serv¬ 
ice to the shipper. The subject rates are 
proposed at levels which appear to be so 
significantly below the costa of service 
that we could accept them only upon the 
most convincing showing that they offer 
a real potential for generating new traf¬ 
fic with little possibility of diversion from 
existing rates. In this respect British Air¬ 
ways fails to justify adequately the re¬ 
duced rates contemplated in the pro¬ 
posal. 

The SCR’s proposed by the carrier 
would produce yields ranging from 12.21 
to 13.14 cents per revenue ton-mile 
<RTM>, far below the U.S. carriers* * 
transatlantic freighter costs which 
ranged from 23.15 to 32.04 cents per 
RTM for the year ended June 30. 1976. 
the latest period for which data arc 
available. In Tact, the proposed rates ore 
even lower than the U.8. carriers' all¬ 
cargo cost per available ton-mile (ATM) 
and. therefore, appear to be unreason¬ 
ably low on their face. In addition, while 
British Airways claims that half of the 
traffic in the relevant items has "reverted 
to surface" in the last three months, it 
has provided no supporting evidence, no 
comparison of surface and air rates, and 
no explanation why this traffic should 
shift from air transportation to surface 
means when the rates in either mode 
have not changed.’ The complainants, on 
the other hand, have provided detailed 
data which indicate there is no reason 
to believe that there has been such a 
massive movement of this traffic from air 
to surface, or that the proposed rate re¬ 
ductions would generate any new traffic. 


J These rates were previously Died several 
times, but rejected by the Board's Tariffs 
Section for technical violations of the Eco¬ 
nomic Regulations, on each occasion com¬ 
plaints were Med by the UA carriers. Armed 
with the almost certain knowledge that there 
again would be complaints Med. aa well as 
their probable content, British Airways In¬ 
explicably presented a Justification which 
was completely lacking In factual support 
and documentation far its allegations of the 
‘need’* for these extremely low rates. 


British Airways has furnished no esti¬ 
mates of the volume of traffic it expects 
to move on the proposed rates, or of the 
effects on load factor, existing traffic, or 
revenue. Even its allegation that the 
commodities Involved are of unusually 
high density, and hence are entitled to a 
lower rate, is unsupported by any evi¬ 
dence. 

In summary. British Airways has pro¬ 
vided no basis whatsoever for the filing 
of such extremely low rates, which ap¬ 
pear to have no rational foundation in 
costs or generative potential. The com¬ 
plaints have raised such serious doubts 
about the reasonableness of the SCR's 
here proposed that the Board has con¬ 
cluded the rates should be suspended 
pending investigation. 

Accordingly, pursuant to the Federal 
Aviation Act of 1958. and particularly 
sections 102, 204(a), 403, 404. 801. and 
10020) thereof. 

IT IS ORDERED THAT: 

1. An Investigation be instituted to de¬ 
termine whether the rates and provisions 
for Item Nos. 2102. 6807 and 7047 from 
Glasgow, Scotland, London, England and 
Manchester, England to New York. New 
York on 14th Revised Page 130, 18th Re¬ 
vised Page 134 and 21st Revised Page 
136-A of Tariff C.A-B. No. 19. issued by 
John M. Sampson. Agent, and rules, reg¬ 
ulations. or practices affecting such rates 
and provisions, are or will be unjust, un¬ 
reasonable. unjustly discriminatory, un¬ 
duly preferential, unduly prejudicial, or 
otherwise unlawful, and, if found to be 
unlawful, to take appropriate action to 
prevent the use of such rates and pro¬ 
visions and rules, regulations, or prac¬ 
tices; 

2. Pending hearing and decision by the 
Board, the tariff rates and provisions 
specified in ordering paragraph 1 above 
arc suspended and their use deferred 
from January 5. 1977 to and Including 
January 4. 1978, unless otherwise ordered 
by the Board and that no changes be 
mode therein during the period of sus¬ 
pension except by order or special per¬ 
mission of the Board ; 

3. This order shall be submitted to Uie 
President ’ and shall become effective on 
January 5,1977; 

4. The investigation ordered herein be 
assigned for hearing before an adminis¬ 
trative law judge of the Board at a time 
and place hereafter to be designated; 

5. Except to the extent granted here¬ 
in, the complaints of Pan American 
World Airways, Inc., Seaboard World 
Airlines. Inc., and Trans Worki Airlines, 
Inc., in Dockets 30172, 30186, 30160. re¬ 
spectively. be and hereby are dismissed; 
and 

6. Copies of this order be filed in the 
aforesaid tariffs and be served upon 
British Airways, Inc., Pan American 
World Airways. Inc., Seaboard World 
Airlines, Inc., and Trans World Airlines, 
Inc. 


• Thla order wan submitted to the President 
on December 23. 1976. 


This order will be published In the 
Federal Register. 

By the Civil Aeronautics Board: 

Phyllis T. Kaylor, 
Secretory 

|PR Doc.77-635 Piled 1-6-77; 8*45 am] 


| Order 77 -1-9; Docket 29751J 

PIEDMONT AVIATION INC. 

Removal of a One-Stop Restriction Between 

New York City and Tri-City. Tenn./Va.; 

Order to Show Cause 

Adopted by the Civil Aeronautic 
Board at its office in Washington. D.C 
on the 4th day of January. 1977. 

On September 7, 1976, Piedmont Avia¬ 
tion filed, in Docket 29751, an applica¬ 
tion for an order to show cause why its 
certificate of public convenience and 
necessity for Route 87 should not be 
amended so as to remove Piedmont's 
one-stop restriction between Tri-City 
TennWa. 1 and New York. N.Y.-Newarl: 
N.J.* 

On September 16, 1976. Allegheny Air¬ 
lines. Inc., filed an answer In opposition 
to Piedmont's motion for an order to 
show cause. The Tri-City Airport Com¬ 
mission filed an answer on Septem¬ 
ber 29, 1976. and requested that the 
Board defer action on the Piedmont ap¬ 
plication until sixty days following final 
decision in the Service to Tri-City Case 
Docket 29014. On September 24. 1976 
Piedmont filed a reply to the Allegheir. 
answer together with a motion for leave 
to file an otherwise unauthorized docu¬ 
ment.’ 

In support of its application, Piedmont 
states that it now provides three round- 
trip flights between Tri-City and New 
York, two of these flights serve one in¬ 
termediate point, and the third serves 
two intermediate points; that New York- 
Tri-City is a sizeable market with poten¬ 
tial for growth; that removal of the 
restriction will permit Piedmont to con¬ 
venience many passengers with its non¬ 
stop service; and that removal of the 
restriction will have little or no adverse 
Impact on United the carrier which holds 
unused nonstop authority In the market 

Piedmont anticipates that it will add 
a new' flight on a nonstop basis, or that 
it will change one of its existing one- 
stop flights to a nonstop. 

Upon consideration of the foregoing 
and ail of the relevant facts, we have 
tentatively concluded that the public 
convenience and necessity require the 
removal of Piedmont's one-stop restrlc- 


1 The point appears oa “Bristol. Va.-Tcnn.- 
Kingsport-Johnson City. Ttenn.** on Picd- 
mont'a certificate All of those clllc» are 
served through the same Tri-City airport 
and we will hereinafter refer to the point 
an Tri-City." alnce that la Ita popular 
designation. 

* Piedmonts current certificate wax us*ucd 
pursuant to Order 76- 3-171, March 26, 197* 
The one-stop restriction between Tri-City 
and New York City U listed in condition 4 

•Wc wUl grant the motion and receive 
Piedmont's reply. 
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tion in the Tri-Clty-Ncw York market; 
that the application presents no ques¬ 
tions o! tact or law which require a hear¬ 
ing; and that all Interested persons 
should be directed to show cause why 
the Board's tentative findings and con¬ 
clusions herein should not be made Anal.* * 

In support of our ultimate determina¬ 
tion, we make the following tentative 
findings and conclusions. The principal 
benefit which will derive from the grant 
of improved authority to Piedmont will 
be the provision of more convenient 
service between Tri-City and New York. 
On the basis of traffic data for the 12 
months ended September 30, 1075, New 
York, with 26.190 true O&D passengers, 
Is Tri-City's largest market without non¬ 
stop service. 1 Piedmont's present one and 
two-stop flights have an average elapsed 
time of 2 hours and 12 minutes. The 
modification proposed here will permit 
Piedmont to reduce travel time on its 
flights between Tri-City and New York 
by approximately 41 minutes.* 

We further find that the relaxation 
proposed here Is consistent with the 
Board's often reiterated general policy 
of eliminating or modifying certificate 
restrictions, the retention of which have 
been placed In issue, absent an affirma¬ 
tive showing that their continuance is 
required. 1 The authority requested In¬ 
volves no new stations or equipment for 
Piedmont and will permit the carrier 
more scheduling and operating flexi¬ 
bility. 

Allegheny, in its answer, objects to the 
Board's taking any action on the Pied¬ 
mont request at this time. Allegheny ar¬ 
gues that the Board should deny the 
Piedmont petition or at least defer ac¬ 
tion upon It until final decision In the 
Service to Tri-City Case, Docket 29014. 
In Allegheny’s opinion, if United Is not 
deleted at Tri-City, pursuant to its re¬ 
quest. which is now being heard in the 
Service to Tri-City Case, then the Board 
would not consider the need for a sec¬ 
ond nonstop authorisation: if United is 
deleted, and Allegheny is authorized to 
serve Tri-Clty-Pittsburgh, then Alle¬ 
gheny will hold onc-stop authority'be¬ 
tween Trl-Clty and New York and will 
be able to offer service In the market 
which will be equal to Piedmont’s cur¬ 
rent best service. In these circumstances, 
Allegheny urges that the award of non¬ 
stop authority to one of two carriers 
holding one-stop authority without a 


4 We further And that Piedmont Is a efttt- 
v*n of the United States within the mean¬ 
ing of the Act and Is fit, willing, and able 
properly to perform the transportation pro¬ 
posed herein and U> conform to the provi¬ 
sions of the Act and the Board's rules, reg¬ 
ulations. and requirements, thereunder. 

* Civil Aeronautics Board Origin and Des¬ 
tination Survey. 1975. Tsble S. 

• Piedmont Exhibit PI-8. 

T See e g . Order 75-7-15. July X 1975: 
Order 74-7-63. July 16. 1974; Order 69-6-87. 
June 17. 1969. Thus, Piedmont's uonstop au¬ 
thority, If finalised, would be permleslve In 
character giving carrier management the 
dlftcretion to operate nonstop In accordance 
with traffic requirements. 
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hearing would be inappropriate. Alle¬ 
gheny also argues that Piedmont has 
offered Insufficient evidence on which to 
base an award of new authority, espe¬ 
cially in the absence of a hearing. 

It Is our tentative view that neither 
Allegheny nor the Trt-City Airport 
Commission has provided valid reasons 
for deferring action upon Piedmont's re¬ 
quest. An initial decision In the Tri-City 
case has already been Issued and the 
case is currently awaiting disposition by 
the Board. We are mindful of the pos¬ 
sible overlap between that case and Pied¬ 
mont's request for improved Tri-City- 
Ncw York authority and wc are capable 
of weighing all relevant matters In 
reaching our ultimate disposition of both 
proceedings. 

We further tentatively find that the 
grant of Piedmont's application will have 
no significant effect on United, which 
has not filed in opposition to Piedmont's 
request United holds unrestricted non¬ 
stop authority in the market but cur¬ 
rently offers a single two-stop round trip 
inaugurated In September 1976.* 

Piedmont's unchallenged estimate is 
that only 638.498 of United’s traffic rev¬ 
enue and less than $70,000 of the traffic 
revenue of other carriers would even be 
subject to diversion should the restric¬ 
tion in question be lifted. Consequently, 
we tentatively find that such slight pos¬ 
sible diversion Is more than outweighed 
by the carrier and public benefits—Im¬ 
proved scheduling and equipment flexi¬ 
bility and expedited air service between 
Trl-Clty and New York—which should 
flow from the proposed action.* 

Interested persons will be given thirty 
days from the date of the adoption of 
this order to show cause why the tenta¬ 
tive findings and conclusions set forth 
herein should not be made final. We ex¬ 
pect such persons to set forth their ob¬ 
jections. if any, with detailed answers, 
specifically setting forth the tentative 
findings and conclusions to which objec¬ 
tion Is taken. Such objections should be 
accompanied by arguments of fact or 
law and should be supported by legal 
precedent or detailed economic analysis. 
If an evidentiary hearing is requested, 
the objector should state In detail why 
such a hearing Is considered necessary 
and what relevant and materia) facta he 
would expect to establish through such 
a hearing that cannot be established in 
written pleadings. General, vague, or un¬ 
supported objections will not be enter¬ 
tained. 


* Prior to that Ume, United** flights serv¬ 
ing Trl-Clty did not serve New York on a 
regular bool*. 

• Piedmont has submitted an evaluation 
of the environmental Impact of Us proposed 
new service. The evaluation Indicate* that 
the Impact of the new service will be slight 
and that the preliminary findings do not 
show a need for further evaluation. Conse¬ 
quently, we also tentatively find and con¬ 
clude Ukat the Board action sought by the 
applicant will not result In a major federal 

action significantly affecting the environ¬ 
ment within the meaning of the National 
Environmental Policy Act of 1969 < NEPAL 
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Accordingly . it is ordered That: 

1. All Interested persons are directed to 
show cause why the Board should not 
Issue an order making final the tenta¬ 
tive findings and conclusions stated 
herein and amending the certificate of 
public convenience and necessity of Pied¬ 
mont Aviation. Inc. for Route 87 so as to 
eliminate the one-stop restriction In con¬ 
dition 4 on flights between Tri-City, 
Tenn./Va. and New York, New York- 
Newnrk, N.J.: “ 

2. Any interested person having ob¬ 
jections to the issuance of an order mak¬ 
ing Anal any of the proposed findings, 
conclusions, or certificate amendments 
set forth herein, shall, within thirty days 
after the date of the adoption of this 
order, file with the Board and serve upon 
all persons listed in paragraph 5 a state¬ 
ment of objections together with a sum¬ 
mary of testimony, statistical data, and 
other evidence expected to be relied upon 
to support the stated objections: 

3. If timely and properly supported 
objections are filed, full consideration 
will be accorded the matters and Issues 
raised by the objections before further 
action Is taken by the Board; u 

4. In the event no objections are filed, 
all further procedural steps will be 
deemed to have been waived and the 
Board may proceed to enter an order in 
accordance with the tentative findings 
and conclusions set forth herein; 

5. A copy of this order will be served 
upon Piedmont Aviation. Inc^ United 
Air Lines, Inc., Allegheny Airlines. Inc., 
Southern Airways. Inc., the Governor of 
New York, the Director of the New York 
Port Authority, the Aeronautics Division 
of the Virginia Corporation Commission, 
the Tennessee Aeronautics Commission, 
the Mayors of the Cities of New York. 
New York; Newark. New Jersey; Bristol. 
Kingsport, and Johnson City. Tennessee; 
and Bristol, Charlottesville. Lynchburg, 
and Roanoke. Virginia; and upon the 
Tri-City Airport Commission; and 

6. The motion of Piedmont Aviation, 
Inc., for leave to file an otherwise un¬ 
authorized document be and it hereby 
is granted. 

This order will be published in the 
Federal Register, 

By the Civil Aeronautics Board. 

Phyllis T. JCaylor. 

Secretary. 

1PR Doc. 77-634 Plied 1-6-77; 8:45 am] 


|Docket 28213] 

YUSEN AIR & SEA SERVICE COMPANY, 
LTD., (JAPAN) 

Indirect Foreign Air Carrier Permit Renewal; 
Notice of Reassignment of Proceeding 

This proceeding has been reassigned 
from Administrative Law Judge Janet 


•Any award of new mute authority to 
Piedmont In the final order will be subsidy 
ineligible. 

11 Since provision is made far the filing of 
objections to this order, petitions for recon¬ 
sideration will not be entertained. 
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D. Saxon to Administrative Law Judge 
Frank M. Whiting. Future communica¬ 
tions should be addressed to Judge 
Whiting. 

Dated at Washington, D.C,, Janu¬ 
ary 3. 1977. 

Henry M. 8witkay. 

Acting Chief 

Administrative Law Judge. 

|PR Doc.77 633 Filed 1-0*77:8:45 am) 

OFFICE OF THE FEDERAL 
REGISTER 

LEGAL DRAFTING WORKSHOP 
Announcement 

The Office of the Federal Register an¬ 
nounces a legal drafting workshop be¬ 
ginning at 9:00 am. on Wednesday. Jan¬ 
uary 26. 1977. and ending on Tuesday 
afternoon. February 1. 1977. 

The workshop meets in the Federal 
Register Conference Room. Room 9409, 
9th floor. 1100 L 8treet, NW. Washing¬ 
ton. DC. 

The workshop is open only to Federal 
agency personnel who draft regulations, 
preambles, or notices for publication in 
the Federal Register. 

The workshop covers the following 
areas: 

1. Legal drafting techniques—Pre¬ 
ferred usage, Organization. Clarity; 

2. Legal drafting exercises—Regula¬ 
tions, Preambles. Notices; 

3. Review and discussion of documents 
for tiie use of legal drafting techniques 
and for substance; 

4. How to comply with new preamble 
requirements <<1 CFR 18.12) effective 
date: April 1,1977); 

5. The regulatory process—Where has 
It been. Where is it going; and 

6. Hie role of the Federal Register 
and how to use it. 

The workshop schedule provides ample 
time for drafting assignments. 

Space Is extremely limited and reser¬ 
vations are required. Reservations may 
be made by calling Dean Smith at 202- 
623-5282. 

Fred J. Emery, 
Director , Office of 
the Federal Register. 

January 6,1977. 

{FR Doc.77-*835 Filed 1-6-77; 10:19 am] 


DEPARTMENT OF COMMERCE 

Bureau of the Census 
SPECIAL CENSUSES 

The Bureau of the Census conducts a 
program whereby a local or State gov¬ 
ernment can contract w1th the Bureau to 
conduct a special census of population. 
The content of a special census is ordi¬ 
narily limited to questions on relation¬ 
ship to the head of the household, age. 
race, and sex, although additional items 
may be included at the request and ex¬ 
pense of the sponsor. The enumeration 
in a special census is conducted under the 
same concepts which govern the Decen¬ 
nial Census. 


Summary results of special censuses 
are published semiannually in the Cur¬ 
rent PopulaUon Reports—Scries P-36, 
prepared by the Bureau of the Census. 
For each area which has a special census 
population of 60.000 or more, a separate 
publication showing data for that area by 
age. race, and sex is prepared. If the area 
has census tracts, these data are shown 
by tracts. 

The data shown in the following table 
are the results of special censuses con¬ 
ducted since June 30. 1976, for which 
tabulations were completed between De¬ 
cember 1, 1976. and December 31. 1976. 

Dated: January 3.1977. 

Robert L. Hagan, 

Acting Director. 

Bureau of the Census. 


Ktale/ploee or 
■peclal arm 

County 

Date of 
rainu 

Fono. 

tattoo 

Aihnur 

Hlim Mountain, 
fliy. 

t >ntral City, 

l4«in- — 

Oct. 4 

07 

ReboMian... 

Oct. 24 

m 

town. 

McCrary, oty 

Woodruff 

Oct. $ 

1.998 

lllfuois: 

BoartxiDiMua, 

Kankakee 

Oct. 2ft 

ML Ml 

nmm 

Harvard, city- 

McHenry_ 

Oct. • 

5,1M 

Marengo. city.... 

.do........ 

Oct. 19 

4.104 

Troy, diy 

Madbuti. 

Oct. 22 

sin 

low*- 

Ailwy, town_ 

Dhhum. 

Aug. 2 

1,009 

Hartford, dty.... 

Warren. 

Kept-22 

901 

lfidann 

Brighton. city 

Uvtapton... 

Oct. 21 

3.43T 

Ida, mwn*hi|>_ 

Monroe. 

Oet. M 

4.CN5 

Lovrrll, townaMp. 

ICiOl • «.* 

Oct. 12 

3, 303 

Sterling Height*, 

Mftftotub. 

8apt. 31 

92,904 

dty. 

ITrwaliUa. town- 
•hip. 

Minnesota: Biwahik. 

Livingston— 

Oct 19 

2,405 

BL LdUl#. 

Oct. n 

1.483 

dty. 

Mtaaourl Lake 8t. 

St- Char» hi.. 

do.... 

7,445 

Low*, town. 

North < a>ofii*L 

Mecklenburg.. 

July 12 

4,000 

Mint HlR, town. 

NoneMo: 

H*or Creek, 

l-ui/rn#... 

Oct. 4 

2.450 

townuMp 

Banana, t* *r- 

Franklin. 

Get. IS 

• r, 

■da 

Murray tv ilia, 

Wmtmordom). Sept. 7$ 

14.440 

t* if (MSB, 

Term Lake Hark. 

l.uiemr 

Oct. 7 

179 

borough. 

Sooth Carolina: 

OroenviD*.... 

Sept. 13 

57.449 

tirornviU*. city. 

fiornh Dakota: Hot 

Fan River. ... 

Oft. IS 

4,729 

8|vtnn,rity. 

Texm Kan Atvgtlo, 

Toro < irtvn... 

...4o-..„ 

2.405 

dty-Anwa«l 
arm* only. 

WJacondn 

H«*u village. . 
tiiontooci Bay, 

Richland. 

Nov. 3 

145 

Door. 

Oct. 21 

7,744 


dijr. 


|FR Doc.77-467 Filed 1-6-77; 8:45 am] 


Domestic and International Business 
Administration 

PRESIDENTS EXPORT COUNCIL TASK 
FORCE ON EXPORT PT.OMOTION 

Termination 

Correction 

In FR Doc. 76-37975 appearing on page 
56378 of the issue for Tuesday, December 
28, 1976, the termination date in the last 
line of the first paragraph, reading "De¬ 
cember 31. 1975”, should read "Decem¬ 
ber 31. 1976". 


CORNELL UNIVERSITY, ET AL 

Consolidated Decision on Applications for 
Duty-Free Entry of Scientific Article: Cor 
rection 

In the Notice of Consolidated Decision 
on Application for Duty-Free Entry of 
Scientific Articles appearing at pagi 
55218 of the Federal Register of Friday, 
December 17, 1976, the following docket* 
should be deleted: 

Docket Number: 76-00317. Applicant 
UT Research Institute. 10 West 35th 
Street, Chicago, Illinois 60616. Article 
Mass Spectrometer, MAT 311 A. Date of 
denial without prejudice to resubmission: 
July 14,1976. 

Docket Number: 76-00327. Applicant 
Methodist Hospital of Indiana. Inc., 1604 
North Capitol Avenue. Indianapolis, In¬ 
diana 64202. Article: Electron Micro¬ 
scope. Model EM 201C and attachments 
Date of denial without prejudice to re- 
submission: July 9,1976. 

(Catalog of Federal Domestic Assistance Pro¬ 
gram No. 11.105. Importation of Dwy-Frtrc 
Educational and Scientific Materials) 

Richard M. Sjcppa, 
Director . Special Import 
Programs Division 
1 FR Doc.77-610 Filed 1 6-77.8 45 ami 


UNIVERSITY OF IOWA ET AL 

Application for Duty-Free Entry of 
Scientific Articles: Correction 

In the Notice of Application for Duty- 
Free Entry of Scientific Articles appear¬ 
ing at page 55923 in the Federal Regis¬ 
ter of Thursday, December 23, 1976, the 
following correction should be made 

Docket Number; 77-00048 should be 
corrected to read: 

Docket Number 77-00048. Applicant: 
University of Cincinnati, Dept of Phys¬ 
ics. Cincinnati, Ohio 45221 Article 
Makrafoil Scanner (partially fabricat¬ 
ed). • • • 

(Catalog of Federal Domestic Assistance Pro¬ 
gram No. 11.105, Importation of Duty-Free 
Educational and Scientific Material *.) 

Richard M. Seppa. 

Director. 

Special Import Programs Division 
|PR Doc.77-611 Filed 1-6-77:8:45 am] 


National Oceanic and Atmospheric 
Administration 

AQUARIUM OF CAPE COO. INC. 

Receipt of Application for Public Display 
Permit 

Notice is hereby given that the follow¬ 
ing Applicant has applied in due form for 
a permit to take marine mammals for 
public display as authorized by the 
Marine Mammal Protection Act of 1972 
(16 U.S.C. 1361-1407); the Regulations 
Governing the Taking and Importing 
of Marine Mammals (50 CFR Part 216). 

Aquarium of Cape Cod, Inc., Route 28, 
West Yarmouth. Massachusetts 02673. 
to take two <2) Atlantic bottlenosed dol¬ 
phins (Tursiops truncatus) for public 
display. 
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The requested dolphins will be taken by 
a professional collector from the Gulf of 
Mexico, by means of an encircling net. 
The dolphins will be transported to the 
facility via commercial freight and truck, 
with a qualified staff member of the col* 
lector accompanying the shipment. 

The animals will be displayed in a pool 
39 feet by 24 feet by 10 feet deep with a 
holding pool 15 feet by 15 feet by 10 feet 
deep. 

The dolphins are desired to provide 
recreational and education benefits to 
the liO.OOO visitors that visit the facil¬ 
ity annually. The facility is operated for 
profit The staff has 4 to 5 years experi¬ 
ence working with marine mammals. 

The arrangements and facilities for 
transporting and maintaining the ma¬ 
rine mammals requested in the above 
described application have been in¬ 
spected by a licensed veterinarian, who 
has certified that such arrangements and 
facilities are adequate to provide for the 
well-being of the marine mammals in¬ 
volved. 

Documents submitted in connection 
with the above application are available 
(or review in the following offices: 

Director, National Marina Kish cries Service. 
3300 Whitehaven Street. N.W., Washington. 

DC.: 

Regional Director. National Marine Fisheries 
Service, Northeast Region. Federal Build¬ 
ing, 14 Elm Street, Gloucester, Massachu¬ 
setts 01930; and 

Regional Director. National Marine Fisheries 
Service, Southeast Region. Duval Building, 
9450 Oandjr Boulevard. St. Petersburg. Flor¬ 
ida 33702. 

Concurrent with the publication of this 
notice in the Federal Register, the Sec¬ 
retary of Commerce is forwarding copies 
of this application to the Marine Mam¬ 
mal Commission and the Committee of 
Scientific Advisors. 

Written data or views, or requests for 
a public hearing on this application 
should be submitted to the Director, Na¬ 
tional Marine Fisheries Service. Depart¬ 
ment of Commerce, Washington, D.C. 
20235. on or before February 7. 1977. 
Those individuals requesting a hearing 
should set forth the specific reasons why 
a hearing on tills particular application 
would be appropriate. The holding of 
*uch hearing is at the discretion of the 
Director. 

All statements and opinions contained 
in this notice in support of this applica¬ 
tion are summaries of those of the Appli¬ 
cant and do not necessarily reflect the 
views of the National Marine Fisheries 
Service. 

Robert J. Ayers, 
Acting Assistant Director /or 
Fisheries Management. Na¬ 
tional Marine Fisheries 
Service . 

December 15.1976. 

(FR Doe.T7-501 Filed 1-6-77:8:45 am] 


SEA LIFE. INC. 

Receipt of Application for Public Oisptay 
Permit 

Notice is hereby given that the follow¬ 
ing Applicant has applied in due form 
for a permit to take marine mammals 
for public display as authorized by the 
Marine Mammal Protection Act of 1972 
(16 U.S.C. 1361-1407), and the Regula¬ 
tions Governing the Taking and Import¬ 
ing of Marine Mammals (50 CFR Part 
216). 

Sea Life. Die.. Makapua Point, Wat- 
manalo. Hawaii 96795, to take four (4i 
pygmy killer whales (Peresa attenuata > 
and four (4) melon-headed whales (Pe- 
ponocephala electro ) for public display. 

The animals will be captured in the 
waters off the Hawaiian Islands by Sea 
Life's collecting staff supervised by Dr. 
Shallcnberger. Capture wlU be done by 
using a specially modified collecting boat 
by means of a hoop net. 

The requested animals will be dis¬ 
played at the facilities Ocean Science 
Theater. The display consists of a glass 
walled tank, 50 feet in diameter and 12 
feet deep, with four connecting holding 
tanks, each 7 feet deep. In addition. Sea 
Idle Park has several large cetacean i>ools 
rangtng from 11.000 to 18 million gal¬ 
lons. 

The display is for profit, open dally to 
the public with an annual attendance of 
500,000 visitors .The staff has from five to 
ten years experience working with ma¬ 
rine mammals. 

The arrangements and facilities for 
transporting and maintaining the marine 
mammals requested in the above de¬ 
scribed application have been inspected 
by a licensed veterinarian, who has cer¬ 
tified that such arrangements and facili¬ 
ties are adequate to provide for the well¬ 
being of the marine mammals Involved. 

Documents submitted in connection 
with the above application are available 
for review in the following offices: 

Director, National Marine Fisheries Service. 

3300 Whitehaven Street. N.W.. Washington. 

D.O.; and 

Regional Director. National Marine FUherlea 

Service. Southwest Region. 300 South Ferry 

Street. Terminal Island. California 90731. 

Concurrent with the publication of this 
notice in the Federal Register, the Sec¬ 
retary of Commerce is forwarding copies 
of this application to the Marine Mam¬ 
mal Commission and its Committee of 
Scientific Advisors. 

Written data or views, or requests for 
a public hearing on this application 
should be submitted to the Director, Na¬ 
tional Marine Fisheries Service. Depart¬ 
ment of Commerce. Washington. D.C. 
20235, on or before February 7, 1977. 
Those ndtviduab requesting a hearing 
should set forth the specific reasons why 
a hearing on this particular application 
would be appropriate. The holding of 
such hearing is at the discretion of the 
Director, 


All statements and opinions contained 
in tills notice in support of this applica¬ 
tion are summaries of those of the Ap¬ 
plicant and do not necessarily reflect the 
views of the National Marine Fisheries 
Service. 

January 3. 1977. 

Morris M. Pallozzi, 
Acting Assistant Director for 
Fisheries Management, Na¬ 
tional Marine Fisheries Serv¬ 
ice . 

IFR Doc.77-560 Filed 1-5-77:8:45 ami 


COMMITTEE FOR PURCHASE FROM 
THE BLIND AND OTHER SE¬ 
VERELY HANDICAPPED 
PROCUREMENT LIST 1977 
Proposed Addition 

Notice is hereby given pursuant to sec¬ 
tion 2(a)(2) of Pub. L. 92-28; 85 Stat. 
77, of the proposed addition of the fol¬ 
lowing commodity to Procurement List 
1977. November 18. 1976 (41 FR 50975). 

Military Resale Item No. 901 
Broom. Mixed Fiber. 

It the Committee approves the pro¬ 
posed addition, all entities of the Gov¬ 
ernment will be required to procure the 
above commodity from workshops for 
the blind or other severely handicapped. 

Comments and views regarding the 
proposed addition may be filed with the 
Committee on or before February 7,1977, 
Communications should be addressed to 
the Executive Dierctor. Committee for 
Purchase from the Blind and Other 
Severely Handicapped. 2909 Fourteenth 
Street North. 8ulte 610, Arlington, Vir¬ 
ginia 22201. 

This notice is automatically cancelled 
six months from the date of this Federal 
Register (July 7. 1977). 

By the Committee. 

C. W. Fletcher, 
Executive Director. 

| FR Doc.77 815 Filed l-6-77;8:45 am) 


PROCUREMENT LIST 1977 
Proposed Deletions 

Notice Is hereby given pursuant to 
section 2(a) (2) of Pub. L. 92-28: 85 Stat. 
77 of the proposed deletions of the fol¬ 
lowing commodity from Procurement 
List 1977, November 18. 1976 (41 FR 
50975). 

Class 7210 

Bedspring, 721^00-659-5065. 7210-00 569- 
0025. 

Comments and views regarding the 
proposed deletion may be filed with the 
Committee on or before February 7.1977. 
Communications should be addressed to 
the Executive Director. Committee for 
Purchase from the Blind and Other 
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Severely Handicapped, 2009 Fourteenth 
Street North, Suite 610. Arlington, Vir¬ 
ginia 22201. 

This notice is automatically cancelled 
six months from the date of this Federal 
Register (July 7, 1977). 

By the Committee. 

C. W. Fletcher. 

Executive Director. 

(PR Doc.77-614 Filed 1-6-77; 8:45 ami 


COUNCIL ON ENVIRONMENTAL 
QUALITY 

ENVIRONMENTAL IMPACT STATEMENTS 
Availability 

Environmental impact statements re¬ 
ceived by the Council on Environmental 
Quality from December 27 through De¬ 
cember 30. 1976. The date of receipt for 
each statement is noted in the statement 
summary. Under Council Guidelines the 
minimum period for public review and 
comment on draft environmental impact 
statements in forty-five (45) days from 
this Federal Register notice of avail¬ 
ability. (February 21. 1977) The thirty 
(30) day period for each final statement 
begins on the day the statement is made 
available to the Council and to com¬ 
menting parties. 

Copies of individual statements are 
available for review from the originating 
agency. Back copies will also be available 
at 10 cents per page from the Environ¬ 
mental Law Institute, 1346 Connecticut 
Avenue. Washington, D.C. 20036. 

Department or AaMCtn-Ttrax 

Contact: Coordinator of Environmental 
Quality Activities, Office of the Secretary, 
US. Department of Agriculture. Room 359- 
A, Waahington, D.C. 20250, 202-447-3855. 

roarST earner 

Final 

ClarkdaJe-Williams Highway. Cooonlno. 
Yavapai Counties, Aria., December 29: Pro- 
poeed Is the construction of a new highway 
on National Forest land to extend State 
Route 279 from ita present northern termi¬ 
nus near Clarkdale, Arizona, to a new termi¬ 
nus 23 miles south of Williams, Arizona at 
the Yavapai/Cooonlno county line. The high¬ 
way extension would involve the oonitrucUon 
of approximately 21 miles of new highway 
northwest from Clarkdale end would connect 
with the 23-mile section of a paved County 
Road 8-211. Seven hundred acres of grazing 
land would be removed (125 pages). Com¬ 
ments made by: COE, FTC. DOI, DOT and 
State and local agencies. (ELR Order No. 
61797.) 

Setway-Bltteroot Wllderneai Fire Manage¬ 
ment, Idaho, Montana, December 27: This 
statement discusses a proposal to allow some 
Are* in the 8elway-Bltterroot Wilderness 
(8BW) to go unauppraised so that fire may 
more nearly play a natural role in shaping, 
maintainlng. and directing ecosystem devel¬ 
opment in the 8BW. The proposal will di¬ 
rectly affect Bitterroot, Clearwater. Lolo, and 
Nez Perce National Forest personnel who 
have administrative responsibility in the 
BBW. The potential exists for adverse im¬ 
pact* on airshed and the social system In¬ 
cluding 8BW users, permittees, snd adjacent 
and included landowners (229 pages). Com¬ 
ments made by: HUD and State and local 
agencies, concerned citizens (ELR Order No. 
61784.) 


Department or Doxkm 

ARMY CORPS 

Contact: Dr. C. Grant Ash. Office of En¬ 
vironmental Policy Development, Attn: 
DAEN CWR-P, Office of the Chief of Engi¬ 
neers, U S Army Corps of Engineers, 1000 
Independence Avenue, 8.W., Washington. 
D.C. 20314, 202-093-6795. 

Draft 

Missouri R. Main 8tem System. GAM, De¬ 
cember 27: Proposed Is the continued opera¬ 
tion and maintenance of the Missouri River 
main stem system consisting of six major 
dams existing for the multipurpose* of flood 
control, irrigation, hydroelectric power gen¬ 
eration. navigation, municipal and industrial 
water supply, flah and wildlife enhancement, 
and water control. The states which are pri¬ 
marily affected are Montana. North Dakota, 
South Dakota, Neb nude a, Colorado. Wyoming, 
Kansas. Iowa. Missouri, and Minnesota 
(Omaha District) (225 pages). (ELR Order 
No. 61786 ) 

Lucky Peak Modification. Boise River, 
Idaho. December 28: The proposed action is 
to add hydroelectric power production to the 
existing Lucky Peak Dam. Idaho. This would 
Involve the construction of a aide tunnel 
from the existing outlet tunnel and the con¬ 
struction of a new powerhouse near the out¬ 
let. The powerhouse would contain five gen¬ 
erating units having a total rated capacity of 
75 megawatta. The project Is located on the 
Boise River approximately 10 miles upstream 
from Boise. Effects include the possibility of 
a surge tank requirement which would ad¬ 
versely affect the aesthetics of the area. 
(Walla Walla District) (30 pages). (ELR 
Order No. 61791.) 

Oeorge*» R. Maintenance Dredging, Thom¬ 
as ton. Maine. December 27: The proposed 
action calls for maintenance dredging on 
George's River along the entire project 
length, restoring the channel to a depth of 
10 feet mean low water, to accommodate 
present navigational needs Approximately 
11.000 cubic yards of material will be re¬ 
moved by hydraulic dredge. Adverse effects 
Include the killing of Immobile and slow 
moving biota In the immediate area to be 
dredged. Disturbance of the estuary bot¬ 
tom and suspension of sediments will also 
result. (New England Division) (30 pages). 
(ELR Order No 61782.) 

Yaklma-Union Oap Flood Damage, Colum¬ 
bia R., Yakima County. Wash.. December 27: 
The proposed project calls for the improve¬ 
ment of 7.3 miles of existing light and left 
bank levees along the Yakima River, ex¬ 
tending from the confluence of the Naches 
and Yakima Rivera downstream to the High¬ 
way 24 Bridge. The project also involves the 
construction of new levees and flood con¬ 
trol structures Immediately downstream of 
the Highway 24 Bridge, including a 2 5 mile 
left bank levee and a 1.1 mile right bank 
levee. Effects resulting from construction on 
58 acres of land include the elimination 
of about 17 acres of Important wildlife habi¬ 
tat and also wildlife (Seattle District) (160 
pages). (ELR Order No. 61788.) 

Envison mental Protection Agency 

Contact: Please refer to the separate notice 
published by EPA in tilts Issue of the Fedxrai. 
Rcoumra for the appropriate EPA contact. 

Draft 

Norman Sewage Treatment Upgrade. Cleve¬ 
land County, Ok la.. December 27: The City of 
Norman, Oklahoma has received Federal 
Oront Assistance for the enlargement and up¬ 
grading of the existing sewage treatment 
plant, enlargement of several existing lines 
that are overloaded, and extension of sewage 
collection facilities into areas outside the 


presently urbanized sections of the city. The 
first two portions of this pro)ept have been 
completed; the third has not. An EPA evalu¬ 
ation has determined that construction of 
sewage collection systems outside the urban¬ 
ized reettons of the city would )>e detrimen¬ 
tal The EPA has therefore decided to with¬ 
draw the remaining approved construction 
funds. (Region VI) (139 pages). (ELR Order 
No. 61789 ) 

Final 

Emission Standards for New Light Duty 
Trucks, December 29: The EPA is proposing 
to set more stringent emission standards for 
new light duty trucks, and to enlarge the 
current light duty truck class to Include 
trucks up to 600 pounds gross vehicle weight 
rating iQVWR). The proposed standards 
which would apply to truck* up to 8500 
pounds OVWU are i.7 grams/mile hydrocar¬ 
bons. 18 g/m carbon monoxide, and 28 g/m 
oxide* of nitrogen. The standards are being 
proposed for 1978 and later model light duty 
trucks (120 pages). 

Comments made by: DO©. DOT, ERDA 
and 8tato agencies, private companies. (ELR 
Order No. 61793 ) 

Department or HorsiNO and Urban 

DevcnopMieKT 

Contact : Mr. Richard H Brown, Director, 
Office of Environmental Quality, Room 7258. 
451 7th Street, 8 W.. Washington. DU. 20410, 
202-755-6308. 

Draft 

Clovis Heights.'Cougar Estates No. 10-13 
Development. Fresno County, Calif., Decem¬ 
ber 27: Proposed is the ultimate development 
of a primarily vacant parcel of land into s 
135 acre residential subdivision of slightly 
over 500 dwelling untta to be designated 
“Clovis Heights/* The first phase of 35 acres 
la to contain 136 unlta. Also proposed is the 
development of a second primarily vacant 
parcel into a residential subdivision of 
slightly over 500 dwelling units in four 
phase*. This development Is designated 
“Cougar Estate* No 10-13: the first phase of 
35 4 acres la already being developed Into 
147 units. Oonvewlon of vacant grazing and 
farming land to urbanized residential de¬ 
velopment will result (100 pages I. (ELR 
Order No. 61785.) 

Section 104(h) 

The following are Community Develop¬ 
ment Block Orant statements prepared and 
circulated directly by applicants pursuant to 
section 104(h) of the 1974 Housing and 
Community Development Act. Copies may be 
obtained from the office of the appropriate 
local chief executive. (Copies are not avail¬ 
able from HUD.) 

Draft 

Lowndes County Rural Water System Im¬ 
provements, Lowndes County, Ala., Decem¬ 
ber 27: Proposed is the extension of residen¬ 
tial water service to several areas of the un¬ 
incorporated Lowndes County area. This ac¬ 
tion will Involve three aeparate projects: (1) 
Trl-System Improvements (interconnection 
of the Monacal. Coraby. and Black Belt Water 
Systems). (2) the Steep Creek Project (ex¬ 
tension of water linen to rural residential 
developments east of Haynevllle); and. (3) 
the Russell School Project (extension of 
water lines to rural residential developments 
southeast of Haynevllle). Few adverse 
effects are anticipated (85 pages). (ELR 
Order No. 61783 ) 

Santa Cruz Riverpark, Tucson. Arte. De¬ 
cember 27: Proponed is a master plan for the 
Santa Crux Riverpark In Tucson. Arizona, 
to be implemented over a ten to fifteen yaar 
period. The Riverpark Is located west of In¬ 
terstate highways I-10 and 1-19 between the 
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north limit* of the City of Tucson at Camlno 
del Cerro and the south City limits at Los 
Reales Road. Five major categories of Interest 
are included in the project: land use. rec¬ 
reation. water management, other resource 
management, and Implementation Impacts, 
both beneficial and adverse, are discussed 
at length (450 pages). (ELR Order No. 
61700 > 

Final 

Lake Alma Project, Georgia (2). Alma-Ba¬ 
con County, Ga. December 20: The purpose 
of the proposed project Is to construct and 
develop a 1.400-acre public reservoir prin¬ 
cipally to provide water-oriented outdoor 
recreation opportunities in Alma-Bacon 
County. Georgia and the surrounding area. 
Advene effects include erosion and slump¬ 
ing of the banks, sedimentation In the res¬ 
ervoir, and increased noise levels. Elimina¬ 
tion and inundation of approximately 1.400 
acres of bay and branch swamp habitat 
would also result (324 pages). Comments 
made by: AHP, U8DA. COK. FPC. and DOI 
(FIJI Order No 01702 ) 

Detabtmknt or Ihtksio* 

Contact: Mr. Bruce Blanchard. Director. 
Environmental Project Review. Room 7200. 
Department of the Interior. Washington, D C. 
20240. 202-343-30)1. 

NATIONAL PARK SERVICE 

Draft 

Tiutkegce Institute Management Plan, Ma¬ 
con County. Ala., December 29: Proposed is 
the implementation of a general manage¬ 
ment plan for Tuskegee Institute Nattonal 
Historic alto In Tuskegee, Alabama. The plan 
proposes to preserve and interpret thla edu¬ 
cational resource: protection and preserva¬ 
tion of 22 buildings (21 on the historic Tus¬ 
kegee campus and 1 adjacent to the campus) 
are involved. A proposal to acquire certain 
historic properties is also Included No ad¬ 
vene effects are anticipated (46 pages) (ELR 
Order No. 61726.) 

Final • 

Electric Distribution Line. McKinley Park. 
Alaska, December 29: The National Park 
Servioe proposes to grant a right-of-way to 
Golden Valley Electric Association. Inc., for 
an electric distribution line to McKinley 
Park. Alaska, from Its present terminus at 
Healy Roadhouse. The proposed action is for 
the purpose of providing commercial elec¬ 
tric power to McKinley Park and eventually 
extending service south to Cantwell and Sum¬ 
mit, Alaska Approximately 3100 cubic yards 
of soil, parent material, and highway All will 
tx> excavated and permafrost may be affected 
by vegetation clearing with resultant soil 
creep. Scenic resources will be adversely af¬ 
fected. and development resulting from 
commercial electric power will affect air qual¬ 
ity (100 pp). Comments made by: AHP. 
USD A. DOI. DOT. KPA, and State agencies. 
(ELR Order No. 61796.) 

Interstate Commerce Commission 
Draft 

South Bend—Chicago RR Abandonment. 
Indiana, and Illinois. December 30: Proposed 
is the K can ting of authority to the Chicago, 
South Shore and South Bend Railroad (South 
Shore) to discontinue Its paasenger train 
service between South Bend. Indiana, and 
Chicago, Illinois, a distance of 88 miles. Au¬ 
thority la also requested to abandon track¬ 
age rights over a portion of the Illinois Cen¬ 
tral Gulf Railroad between Kensington Sta¬ 
tion and Raudolph Street, a distance of ap¬ 
proximately 14.3 miles tn Chicago. Discon¬ 
tinuance of ail passenger train service would 
cause approximately 6,200 weekday and 3,100 


weekend riders to seek other modes of trans¬ 
portation. (SLR Order No. 61800.) 

Nuclear Regulatort Commission 

Contact: Mr. Benard Rersche. Director of 
Division of Reactor Licensing. P-722. NRC, 
Washington. DO. 20655. 301-492-7373. 

Draft 

Bear Creek Project. Rocky Mountain En¬ 
ergy Co„ Converse County, Wyo, December 
29: The proposed action is the Issuance of 
approvals, permits, and licenses to the Rocky 
Mountain Energy Company for the imple¬ 
mentation of the Bear Creek Project. Tills 
project consists of certain mining and mill¬ 
ing operations Involving uranium ore depos¬ 
its located In Converse County, Wyoming. 
Mining of uranium from six known ore bod¬ 
ies will take place over a period of ten years, 
a mill with a nominal capacity of 1000 tons 
per day will be constructed and operated as 
long as ore Is available. The waste material 
will be stored on site in an Impoundment 
(200 pages) (ELR order No. 61795. 

Department or Transportation 

Mr. Martin Oonriseer Director. Office of 
Environmental Affairs. U-8. Department of 
Transportation. 400 7th Street. 8 W., Wash¬ 
ington. D C 20500, 202-426 *4357. 

rrOKRAL AVIATION ADMINISTRATION 

Final 

C. D. Lemon* Field Runway Construction, 
Tupelo. Miss., Lee County, December 29: The 
statement concerns the construction of a 
new runway and related Improvements at 
the C. D. Lemons Field in Tupelo. Tire proj¬ 
ect Includes the acquisition of 264 acres of 
land, the construction of a new runway and 
air carrier apron, the expansion of the gen¬ 
eral aviation apron, the construction of an 
access road, the relocation of Jackson Street, 
and the installation of an Instrument land¬ 
ing ATntem. Adverse impacts of the project 
include the relocation of approximately 198 
persons and increased noise and pollution 
levels due to larger jet aircraft use of the air¬ 
port. (200 pages). 

Comments made by: BP A, DOI, HUD, USDA. 
HEW. DOT and state and local agencies 
(ELR Order Section 61799.) 

FEDERAL If Kill WAT ADMINISTRATION 

Draft 

D3. 275-U-B. 81. Norfolk, Madison County, 
Nebr.. December 29: The proposed roadway 
improvement involves the upgrading and 
reconstruction of a segment of Norfolk Ave¬ 
nue and 13th Street tn Norfolk. Nebraska 
The segment of highway under consideration 
on Norfolk Ave. begins at 16th St. and ex¬ 
tends approximately 0J5 miles easterly 
terminating immediately east of 9th St. The 
segment of highway on 13th St. begins Im¬ 
mediately south of Pasewalk Ave. and ex¬ 
tends approximately 1.27 miles northerly to 
Maple Ave. Improvements consist of widen¬ 
ing both streets to four lanes with curb, 
medians, sidewalks. Intersections, and drive¬ 
ways. One business establishment will be 
relocated. (Region 7) (75 pages) (ELR Order 
No. section 61787.) 

U.S. Coastt Guard 

Draft 

LORAN-C Transmitting St*. Northern 
Minnesota. Koochiching County. Minn. De¬ 
cember 29: Thla project proposes to expand 
LORAN-C (Long Range Aid to Navigation) 
coverage to include the Great Lakes In ac¬ 
cordance with the July 1974 Armex to the 
DOT'S National Plan for Navigation, dated 
April. 1972. The Northern Minnesota LORAN- 
C transmitting station, a secondary station, 


will be used in conjunction with an existing 
LORAN-C master station at Dana. Indiana, 
and a secondary LORAN-C transmitting sta¬ 
tion In Seneca County. New York. Three 
sites have been proposed for the N. Minne¬ 
sota station; International Falls, Manttou, 
and Baudette. (140 pages). (ELR Order No. 
61794.) 

David Tunderman. 

Acting General Counsel. 

(FR Doc.77-003 Filed l-8-77;8:45 am) 

ENERGY RESEARCH AND 
DEVELOPMENT ADMINISTRATION 

GENERAL ADVISORY COMMITTEE 
Cancellation of Meeting 

January 4, 1977. 

Notice la hereby given that the meet¬ 
ing of the OAC'6 Solar Working Group 
which was scheduled for January 13. 
1977, and published in the Federal Reg¬ 
ister on December 23, 1976. 41 FR 55930. 
has been cancelled. The meeting will be 
rescheduled at a later date, announce¬ 
ment of which will be published In the 
Federal Register. 

Harry L. Peebles, 

Deputy Advisory Committee 

Management Officer. 

1 PR Doc.77-737 Filed 1-6-77:8:45 am) 


ENVIRONMENTAL PROTECTION 
AGENCY 

[FRL 650-5) 

CALIFORNIA STATE MOTOR VEHICLE 

Pollution Control Standards Waiver of 
Federal Preemption 

I. Introduction 

On July 23, 1976, the Environmental 
Protection Agency (EPA). by notice pub¬ 
lished In the Federal Register (41 FR 
30383), announced a public hearing pur¬ 
suant to section 209(b) of the Clean Air 
Act, as amended (hereinafter the M Act M i 
(42 U.S.C. 1857f-6a(b)>. That hearing 
was called to consider a request by the 
State of California that the Administra¬ 
tor waive application of section 209(a) 
of the Act with respect to a number of 
actions taken to revise California's motor 
vehicle emissions control program. Sec¬ 
tion 209<b) of the Act requires the Ad¬ 
ministrator to grant «uch waiver, after 
opportunity for a public hearing, unless 
he finds that the State of California doea 
not require standards more stringent 
than applicable Federal standards to 
meet compelling and extraordinary con¬ 
ditions. or that such State standards and 
accompanying enforcement procedures 
are not consistent with section 202(a) of 
the Act. 8tate standards and enforce¬ 
ment procedures are deemed not to be 
consistent with section 202(a) if there is 
not. or does not appear to be. adequate 
lead time to permit the development and 
application of the requisite technology, 
giving appropriate consideration to the 
cost of compliance witliin that time 
frame. 

TTie California waiver request was by 
letter dated May 20. 1976. The letter de- 
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scribed seven actions taken by the Cali¬ 
fornia Air Resources Board <CARB 1. and 
sought waivers for such of those actions 
as the Administrator deemed to require 
a waiver prior to enforcement of the ac¬ 
tion by California. I determined that the 
following four items addressed In the let¬ 
ter are within the scope of waivers cur¬ 
rently In effect, and therefore no new 
waiver was required: 

(i) Multiplicative methane correction 
factor for hydrocarbon <HC» emissions, 
and clarification of the vehicle emission 
labeling requirement ; 

<ii> Emission standards for 1078 model 
year light duty trucks. Insofar as these 
standards are the same as those in effect 
for the 1977 model year: 

< 111 1 Revision of the assembly Une test 
procedures for 1977 model year gasoline- 
powered passenger cars and light duty 
trucks; and 

(iv) Emission standards for 1978 mod¬ 
el year passenger cars, insofar as these 
standards are the same as those in effect 
for the 1977 model year. 

These items Involve revisions of a minor 
technical or administrative nature, as 
well as continuations of the present 
emission standards for an additional 
model year. This position was communi¬ 
cated to the CARB by letter dated July 
16. 1976. 

The public hearing was held In Los 
Angeles, California, on August 25 and 26. 
1976. and the remaining three items of 
the May 20 letter were considered. The 
Items addressed at the hearing were: 

(1) Exhaust emisMon standards and 
test procedures for 1978 model year me¬ 
dium duty vehicles; 

<U) Application of the fuel evapora¬ 
tive emission standard and test proce¬ 
dure 'SHED test) to 1978 and subsequent 
model year medium duty vehicles and 
heavy duty vehicles; and 

(111) Pill pipe and opening specifica¬ 
tions for 1977 and subsequent model year 
gasoline-powered motor vehicles. The 
record was kept open until September 
10. 1976, for the submission of written 
material, data or arguments by Interested 
persons 

Today's decision will deal solely with 
the third item above, specifications for 
fill pipes and openings of motor vehicle 
fuel tanks. The first two items are still 
under consideration and a decision will 
be published as soon as a determination 
has been made. 

I have determined that I cannot make 
the findings required for denial of the 
waiver under section 209(b). and there¬ 
fore I am compelled to grant the re¬ 
quested waiver of Federal preemption for 
1977 and subsequent model years. The 
record of the hearing and the other evi¬ 
dence available to me clearly reveal that 
compelling and extraordinary conditions 
exist in the State of California, that the 
requisite technology is currently avail¬ 
able, and that there appears to be ade¬ 
quate lead time to permit manufacturers 
to comply with the California require¬ 
ments. California's fill pipe specifications 
are more stringent than applicable Fed¬ 


eral standards, since no Federal stand¬ 
ards arc currently in effect. 

n. Background 

On March 24. 1976, the CARB adopted 
its "Specifications for Fill Pipes and 
Openings of Motor Vehicle Fuel Tanks" 
(dated March 19. 1976) for all 1977 and 
subsequent model year gasoline-powered 
motor vehicles. The specifications were 
subsequently amended on August 5.1976. 
These specifications place requirements 
on the construction and orientation of 
the fill pipe, as well as on the access 
allowed to the fill pipe by exterior por¬ 
tions of the vehicle such as body sheet 
metal, bumpers, and license plate frames. 
The purpose of these specifications is 
to achieve compatibility between vehicle 
fuel tank fill pipes and vapor recovery 
nozzles, so as to permit the recovery of 
gasoline vapors which are forced out of 
the fuel tank during the refueling 
process 

As stated by representatives of the 
CARB. the specifications basically re¬ 
quire that; 

<i> The fill pipe be flat, smooth, round 
in cross section, and less than 5.75 centi¬ 
meters in diameter, in order to allow a 
vapor recovery nozzle to seal effectively. 

<U» There be a locking lip inside the 
fill pipe to allow a vapor recovery nozzle 
to latch adequately ; 

<Ui) An access 70nc (i.e.. a sufficient 
void space) be provided to allow the noz¬ 
zle body and operator's hand to remain 
clear of vehicle body parts during refuel¬ 
ing, so as to prevent binding and Jam¬ 
ming of the nozzle; and 

<lv> The angle that the nozzle spout 
makes with the horizontal, while latched 
to the fill pipe, be at least 15 degrees 
for 1978 and 1979 model year vehicles, 
and at least 30 degrees for 1980 and later 
model year vehicles, so as to prevent de¬ 
feat of the nozzle s automatic shut-off 
mechanism 'and consequent excess spill¬ 
age). See Transcript of Public Hearing 
on California's Request for Waiver of 
Federal Preemption With Respect to Me¬ 
dium Duty Vehicles. Application of SHED 
Test Procedure, and Fill Pipe and Open¬ 
ing Specifications. August 25 and 26. 
1976, at 316-17 (hereinafter "Tr.">. 

In their original form, the specifica¬ 
tions provided that no new 1977 or later 
model year gasoline-powered motor ve¬ 
hicle could be sold, offered for sale, or 
registered In California unless such ve¬ 
hicle was in compliance with the fill pipe 
construction, orientation, and access re¬ 
quirements. A provision was Included 
whereby a manufacturer could seek a 
waiver of the requirements for the 1977 
model year on the basis of inadequate 
lead time, and seek an exemption for a 
subsequent model year on the basis of 
technological infeaslbliity. As a means 
of implementing litis provision in an 
effective manner to deal with the sig¬ 
nificant lead time and technology prob¬ 
lems expressed by various segments of 
the motor vehicle industry, the Executive 
Officer of the CARB. pursuant to the au¬ 
thority vested in him. issued a series of 
executive orders. These executive orders 


are an integral part of the specifications 
themselves, and they will be treated as 
such throughout this decision. 

The two executive orders with which 
we will be concerned are Executive Order 
0-70-1. dated July 27, 1976. and Execu¬ 
tive Order 0-70-3. dated August 25.1976. 
Executive Order G-70-1 granted a waiver 
from compliance with the fill pipe specifi¬ 
cations to all 1977 model year vehicles. 
The only requirement placed upon 1977 
model year vehicles is that vehicles which 
use leaded fuel must be capable of being 
refueled by any nozzle compatible with 
the fill pipe specifications, and vehicles 
which require unleaded fuel must be ca¬ 
pable of being refueled by a nozzle which 
conforms to the "Alternate Nozzle De¬ 
scription" attached to the order. Exec¬ 
utive Order 0-70-1 also includes a pro¬ 
vision whereby a manufacturer may seek 
an exemption from the fill pipe specifi¬ 
cations for 1978 or subsequent model year 
vehicles If compliance is technologically 
Infeasible despite the manufacturers 
good faith efforts to develop the tech¬ 
nology. 

Executive Order 0-70-3. dated Au¬ 
gust 25. 1976, establishes a schedule for 
achieving full compliance with the fill 
pipe specifications by the 1982 model 
year. Executive Order 0-70-3 partially 
supersedes Executive Order 0-70-1 for 
1978 and subsequent model years. See Tr. 
at 356. Under the schedule provided in 
Executive Order 0-70-3. full compliance 
for 1978 through 1981 model year ve¬ 
hicles is made coincident with scheduled 
changes to the vehicle's bumper or body 
panel surrounding the access to the fill 
pipe. As a result individual manufac¬ 
turers will be required to comply with the 
fill pipe specifications at different times. 
More specifically. Executive Order O- 
70-3 provides that: 

<i> Full compliance is required for all 
1978 and later model year vehicles which 
have undergone changes to the relevant 
bumper or body panel subsequent to the 
1977 model year, or which do not require 
any such changes to achieve compliance 
with the specifications; 

(li> 1978 and 1979 model year vehicles 
which require, but are not scheduled for, 
bumper or body panel changes to achieve 
compliance must be designed to be re¬ 
fueled by either the nozzle described 
in the attachment to Executive Order 
0-70-1 or every nozzle which is com¬ 
patible with the fill pipe specifications, 
and there must be a positive fill angle 
when the nozzle is in the normal resting 
position; and 

(111) 1980 and 1981 model year vehicles 
which require, but are not scheduled for. 
bumper or body panel changes to achieve 
compliance must be designed to meet all 
aspects of the fill pipe specifications ex¬ 
cept that the fill angle may be less than 
30 degrees, but not less than 15 degrees 

It should be noted that the exemption 
for technological infeaslbliity provided 
in Paragraph 5 of the fill pipe specifica¬ 
tions (and in Executive Order 0-70-1) 
is still available to the manufacturers 
for 1978 and subsequent model years. 
That is. a manufacturer may receive an 
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exemption from the fill pipe specifica¬ 
tions even if a change Is scheduled to the 
relevant bumper or body panel, provided 
that the manufacturer can demonstrate 
to the CARB that, despite his good faith 
efforts to develop the technology, it is 
technologically infeasible to comply with 
the specifications. 

HL Discussion 

Technology and Lead Time. Due to the 
different considerations involved for mo¬ 
torcycles and other gasoline-powered 
motor vehicles, these two categories will 
be discussed separately. 

With regard to all gasoline-powered 
motor vehicles except motorcycles, none 
of the manufacturers at the hearing 
raised any questions of technological 
feasibility. No manufacturer stated that 
technology is not currently available to 
meet the California specifications. The 
only significant issue in this area Is 
whether there U adequate lead time 
within which to implement the required 
changes to the fill pipe and surrounding 
vehicle body parts. In considering this 
question. Executive Orders 0-70-1 and 
0-70-3 are crucial to the waiver decision, 
since they eliminate what would other¬ 
wise be a serious lead time problem. Un¬ 
der Executive Order 0-70-1. the only 
requirement being placed on 1977 model 
year vehicles is that they be capable of 
being refueled by specified nozzles. All 
the statements of the manufacturers on 
this issue indicated that there should be 
no problem In complying with this re¬ 
quirement. See Tr at 312. 340. 367-69. 
377. 

As described earlier. Executive Order 
0-70-3 establishes a schedule for phas¬ 
ing 1978 through 1981 model year vehi¬ 
cles into full compliance coincident with 
scheduled changes to the bumper and 
body panel surrounding the fill pipe. 
Once again, none of the manufacturers 
stated that they could not comply with 
the requirements of Executive Order G- 
70-3. In fact, in most cases it is precisely 
this order which makes compliance with 
the fill pipe specifications feasible in a 
reasonable and cost effective manner. 
See Tr. at 301-03. 363. At the hearing 
the Ford Motor Company supported 
granting the requested waiver to Cali¬ 
fornia (see Tr. at 298) and stated that 
they could achieve full compliance with 
the fill pipe specifications as imple¬ 
mented by Executive Orders 0-70-1 and 
G-70-3. See Tr. at 302-03. The General 
Motors Corporation similarly stated that 
they did not oppose the granting of the 
waiver (see Tr. at 357-58) and could 
achieve full compliance within the 
guidelines of the two executive orders. 
See Tr. at 360-63. The Chrysler Cor¬ 
poration. although disapproving of the 
entire regulatory mechanism chosen by 
California In this area of fill pipe speci¬ 
fications (see Tr. at 336-39. 341-43). 
nevertheless stated that they expected 
to be in full compliance with the speci¬ 
fications by the 1979 model year without 
the need for further exemptions under 
Executive Order G-70-3. 8ee Tr at 344- 
45. In written comments dated Septem¬ 


ber 8, 1976. the American Honda Motor 
Company stated that their automobiles 
will be able to comply with the Cali¬ 
fornia requirements. 

Regarding the cost of compliance with 
the fill pipe specifications, in general 
compliance does not require the use of 
new technology or additional materials. 
The principal costs are one time ex¬ 
penses associated with the modification 
or procurement of new production tool¬ 
ing. These costs can be minimized by al¬ 
lowing the vehicle manufacturer to bring 
each model line Into compliance at a 
time when the vehicle is scheduled for 
other modifications to the bumper or 
body panel surrounding the fill pipe. Al¬ 
though the purpose of Executive Order 
G-70-3 was to reduce costs in this man¬ 
ner, some vehicles may nevertheless re¬ 
quire modifications out of their normal 
cycle. The most detailed statements re¬ 
garding costs were submitted by the Ford 
Motor Company. Before Executive Order 
G-70-3 was issued. Ford estimated that 
compliance would cost $8.9 million in the 
1978 through 1980 model years. See Tr. 
at 296-97. This cost was primarily due 
to the unscheduled modifications that 
would be required. Ford also stated that 
$2.7 million could be saved if California 
used 1977. rather than 1976. as the base 
year in the cover letter accompanying 
Executive Order 0-70-1. See id. Execu¬ 
tive Order G-70-3 (which basically im¬ 
plemented the cover letter sent by the 
CARB to the manufacturers to accom¬ 
pany Executive Order 0-70-1 > did spec¬ 
ify that the base year was to be 1977 
and so the estimated cost to Ford will 
be $6.2 million over a period of three 
years. The General Motors Corporation 
did not provide any specific cost infor¬ 
mation. but stated that Executive Order 
G-70-3 does appear to permit compli¬ 
ance to be achieved in a cost effective 
manner. See Tr. at 363. The Chrysler 
Corporation did not supply a precise es¬ 
timate of the cost of compliance, but ex¬ 
pressed the expected cost as “hundreds 
of thousands” of dollars, responding to 
a question as to whether the cost would 
be more than one million dollars See TV. 
at 349. 

With regard to the motorcycle Indus¬ 
try. the situation concerning technology, 
lead time and cost is somewhat different. 
Thiii is primarily due to the manner in 
which motorcycle fuel tanks are designed 
and refueled. As opposed to the procedure 
for other gasoline-powered motor ve¬ 
hicles, motorcycle refueling does not rely 
on the automatic shut-off mechanism on 
the fill nozzle. In the first place, most 
motorcycle fuel tanks straddle the frame 
of the motorcycle, and have the filler in¬ 
let directly over the frame with a very 
short fill pipe. Therefore, the fill nozzle 
can generally not be fully inserted and 
is consequently hand held. Furthermore, 
even where the nozzle can be fully in¬ 
serted into the fill pipe, it extends into 
the tank itself so that the automatic 
shut-off mechanism would stop the flow 
of gasoline well before the tank was full, 
and often before It was even half full. 
Motorcycle refueling ls not designed for 


unattended operation The fuel level in 
the tank is verified visually, and the fill 
nozzle Is gradually withdrawn until the 
tank is completely filled. See Tr. at 384- 
85. For these reasons, designing a system 
which would be effective to recover va¬ 
pors from motorcycle fuel tanks during 
refueling presents problems. 

The requisite technology for an effec¬ 
tive design is not currently available, as 
was recognized at the hearing by repre¬ 
sentatives of the CARB. See Tr. at 319, 
329. However, the CARB did offer two 
solutions to the motorcycle problem 
These suggestions were to install a tele¬ 
scoping fill pipe on top of the fuel tank, 
or to relocate the fuel tank under the scat 
and use a fill pipe arrangement similar 
to that for automobiles. See Tr. at 317- 
18. The CARB felt that compliance with 
the specifications by motorcycles was 
passible within the framework of Execu¬ 
tive Orders 0-70-1 and 0-70-3. since the 
effect of these orders would be to pro¬ 
vide the lead time necessary for the mo¬ 
torcycle manufacturers to develop and 
apply the required technology. Sec Tr. 
at 319. 328-30. The CARB stated that 
the provisions of Executive Order G-70-3 
are applicable to motorcycles. Bee Tr 
nt 323. The CARB further stated that 
they were not aware of any plans of the 
motorcycle manufacturers to change the 
designs of the fuel tanks prior to 1982. 
and therefore motorcycles would not 
have to make any changes to comply 
with the fill pipe specifications until the 
1980 model year. See Tr. at 328-29. 

In responding to the statements of the 
CARB. the Motorcycle Industry Council 
indicated that changes to motorcycle fuel 
tanks were expected to be implemented 
prior to the 1980 model year to accom¬ 
modate new* designs or safety considera¬ 
tions. Sec T)r. at 388, 395. The Council 
felt that the effect of Executive Order 
G-70-3 would be to prevent such changes 
and to freeze motorcycle fuel tank de¬ 
signs. since any change to the fuel tank 
In 1978 or 1979 would require full com¬ 
pliance with the fill pipe specifications 
See Tr. at 388. 395-96. 1 

Concerning CARB's suggested solution 
of relocating the fuel tank under the seat, 
the Motorcycle Industry Council stated 
that this approach would require com¬ 
plete redesign of frame, engine and trans¬ 
mission configurations, a major design 
effort which would cost the motorcycle 
industry hundreds of millions of dollars 
See Tr. at 388-89. Specific cost infor¬ 
mation for such an alternative w*us pro¬ 
vided by the Yamaha International Cor¬ 
poration In a supplementary statement 
dated September 7. 1976. Yamaha esti¬ 
mated that it would take from twelve to 


‘What WJU UOI realised by the Council, 
though, was that the exemption for tech - 
nologic*! Infeastbillty provided In Executive 
Order 0-70-1 and Paragraph 8 of the specifi¬ 
cations u »UU available to a motorcycle 
manufacturer even if a change la made to 
the fuel tank Of course, IX this exemption 
were sought, the manufacturer would have 
to demonstrate to the CARB that compliance 
waa technologically Infeasible despite yood 
faith effort* to overcome any problem* 
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fifteen years to redesign their entire 
model line, at a total cost of $67 million. 
In the written statement of the Ameri¬ 
can Honda Motor Company, dated Sep¬ 
tember 8. 1976, it was stated that such 
redesign of the motorcycle was not even 
possible for some models. 

Both Honda and Yamah also com¬ 
mented on the CARD suggestion of a 
telescoping fill pipe. In a second supple¬ 
mentary statement dated September 7. 
1976, Yamaha noted that such a design 
has not yet been developed, and said that 
there are serious safety considerations 
which must be examined. Honda com¬ 
mented that a considerable amount of 
time would be required to consider this 
alternative in the context of safety and 
design compatibility. Although not spe¬ 
cifically mentioned by any of the manu¬ 
facturers, one of the safety problems 
with this alternative would appear to be 
the possibility of spillage. With the fill 
pipe In its fully extended < telescoped) 
position. It would be possible for this ex¬ 
tended portion itself to fill up with gaso¬ 
line due to nozzle after-flow upon shut¬ 
off. When the fill pipe is then compressed 
Into Its closed position this fuel would 
be spilled, causing a potential safety 
hazard as well os creating a source of 
hydrocarbon emissions. 

The only specific lead time Informa¬ 
tion for motorcycles was provided by 
Yamaha. Yamaha stated that regard¬ 
less of the approach taken, they do not 
believe that it is technologically feasi¬ 
ble to comply with the flU pipe specifica¬ 
tions before 1980. See Tr. at 401. They 
further stated that they were not aware 
that compliance would be possible even 
after 1980. See Tr. at 401-02. 

The entire discussion of technology 
and lead time up to this point has been 
concerned with the technology necessary 
to achieve an “effective*’ design for mo- 
to cycle All pipes. Effective technology 
means technology that is both likely to 
be used in the field by motorcycle owners 
and filling station attendants, and also 
will accomplish the purpose of permit¬ 
ting the recovery of gasoline vapors dur¬ 
ing the refueling process while allowing 
the motorcycle fuel tank to be com¬ 
pletely filled. These considerations, how¬ 
ever, arc outside my permissible scope of 
inquiry in a California waiver situation. 
In keeping with the Congressional In¬ 
tent behind section 209<b) of the Act 
as stated in the previous motorcycle 
waiver decision <41 FR 44209. 44210. Oc¬ 
tober 7. 1976), my determinations re¬ 
garding the availability of the requisite 
technology do not extend into evaluat¬ 
ing the effectiveness of any available 
technology. I therefore cannot deny a 
waiver request if technology is available 
to achieve compliance with the Cali¬ 
fornia requirements, regardless of 
whether this technology may be of ques¬ 
tionable effectiveness. 

There is technology currently avail¬ 
able to the motorcycle industry which 
would permit motorcycles to comply with 
the Califorria fill pipe specifications as 
early as the 1978 model year. This tech¬ 
nology involves simply relocating the 


fuel tank opening off center so that the 
fill nozzle can be fully Inserted into the 
tank without striking the center hump 
in the fuel tank. The only other modi¬ 
fication which may be required would 
be to place a positioning bracket inside 
the filler inlet to retain the nozzle spout 
within the required orientation. The 
technology required to implement these 
changes is currently available, and In 
fact some motorcycles already have an 
off center filler Inlet. This option of 
relocating the fuel tank opening was 
not given much discussion at the hearing 
(see Tr. at 401), most likely due to the 
fact that this is not generally consid¬ 
ered a desirable option. Although this 
design would allow the fill nozzle to be 
fully inserted and sealed, the spout would 
extend at least three Inches into the 
fuel tank. In this position the nozzle's 
automatic shut-off mechanism would 
stop the flow of gasoline well before the 
tank was full. Therefore in order to 
completely fill the tank, the nozzle would 
have to be unsealed and withdrawn so 
as to allow the continued flow of gaso¬ 
line. In addition, since the automatic 
shut-off would occur very quickly (after 
dispensing one to three gallons of fuel), 
it is not likely that the operator would 
fully Insert and seal the nozzle In the 
first place. Nevertheless, this option of 
relocating the fuel tank opening does 
appear to comply with the California fill 
pipe and opening specifications, and 
nothing prohibits a manufacturer from 
implementing this approach. Of all the 
suggested solutions for motorcycles, re¬ 
locating the fuel tank opening is tech¬ 
nologically the easiest and least expen¬ 
sive method. 

It should also be noted that if a 
motorcycle manufacturer does not plan 
to make any changes to the fuel tank 
prior to the 1980 model year, under Ex¬ 
ecutive Order 0-70-3 the manufac¬ 
turer will not have to comply with the 
fill pipe specifications. Furthermore, 
even if changes to the fuel tank are 
planned prior to the 1980 model year, 
a motorcycle manufacturer may apply 
to the CARD for an exemption from the 
fill pipe specifications. 

Based upon all the information avail¬ 
able to me. I cannot conclude that with 
respect to motorcycles the technology re¬ 
quired to achieve compliance with the 
California fill pipe specifications cannot 
be developed and applied by the 1978 
model year. 

Objections to granting the twiirer. 
Representatives of the Chrysler Corpo¬ 
ration objected to the entire regulatory 
approach taken by the CARB in the area 
of fill pipe specifications. See Tr. at 336- 
39. 341-43. Specifically. Chrysler felt 
that that provisions for exemptions and 
waivers specified in Executive Orders 
0-70-1 nnd 0-70-3 did not permit any 
realistic determination of available lead 
time to be made by the Administrator, 
as is required for consistency with sec¬ 
tion 202<a> of the Act. Chrysler took 
the position that a determination as to 
lead time must be made on an industry¬ 
wide basis, as opposed to individual 


manufacturers seeking exemptions for 
various model years from the CARB if 
certain criteria are met. 

Additional questions were raised at 
the public hearing concerning whether, 
in granting this waiver, the Adminis¬ 
trator would effectively be improperly 
transferring to the Executive Officer of 
the CARB the responsibility to deter¬ 
mine whether adequate lead time exists. 
Sec Tr. at 301, 325-27, 361. On the other 
side, however, both Ford and Oeneral 
Motors stated that the executive orders 
represented a reasonable, flexible, and 
cost effective way of implementing the 
fill pipe specifications. See Tr. at 301-02. 
362-63. As noted earlier, these executive 
orders solve what w*ould otherwise be 
serious lead time problems. 

After careful consideration of this is¬ 
sue. I find that I cannot agree with 
Chrysler's position. The implementation 
of the fill pipe specifications through the 
executive orders does not prevent me 
from making the required determina¬ 
tion regarding lead time. The criteria 
for an exemption under Executive Order 
<3-70-3, which relates compliance to re¬ 
quired scheduled changes to the bumper 
and body panel surrounding the fill pipe, 
are sufficiently definite such that rea¬ 
sonable decisions regarding available lead 
time can be made for each manufacturer 
See Tr. at 301-03. 343,361-63. The unam¬ 
biguous nature of these criteria prevents 
excessive discretion from being given to 
the Executive Officer of the CARB. Ex¬ 
ecutive Order 0-70-3 represents a sensi¬ 
ble mechanism for achieving full compli¬ 
ance with the fiU pipe specifications at 
the earliest possible date, while at the 
same time recognizing the realities of 
the motor vehicle production process 
and giving consideration to the economic 
factors Involved. This executive order 
minimizes the impact that compliance 
with the' specifications wdll have on 
motor vehicle manufacturers. 

Various objections to this waiver re¬ 
quest on behalf of the motorcycle indus¬ 
try were raised by the Motorcycle Indus¬ 
try Council and the Yamaha Interna¬ 
tional Corporation, who contended thftt 
motorcycles should be excluded as a class 
from compliance with the fill pipe speci¬ 
fications. The Motorcycle Industry Coun¬ 
cil discussed the reasons why motorcycle 
fuel tanks were unsuited to developing 
any effective method for recovering gaso¬ 
line vapors during refueling. See Tr. at 
380-89. Yamaha presented data which 
demonstrated the extremely small con¬ 
tribution to air pollution caused by hy¬ 
drocarbon vapors escaping from motor¬ 
cycle fuel tanks during refueling, and 
discussed the cost effectiveness of com¬ 
pliance with the fill pipe specifications. 
See Tr. at 397-402. However. I have con¬ 
cluded that I cannot deny the requested 
waiver with respect to motorcycles on 
these grounds. As explained in detail in 
the previous waiver decision concerning 
motorcycle exhaust emission standards, 
41 FR 44209 (October 7. 1976). argu¬ 
ments concerning the wisdom of Cali¬ 
fornia’s actions, the cost effectiveness of 
compliance with the fill pipe specifica- 
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lions and the degree of Improvements in 
air quality that will result, are all out¬ 
side my permissible scope of inquiry. 
These matters are questions of public 
policy, which are left to California's 
judgment. As discussed earlier, questions 
concerning the effectiveness of the avail¬ 
able technology are also within this 
category. 

Determent of Federal Standards. In 
the past year EPA has done preliminary 
work on developing Federal standards for 
fill pipes and openings. EPA lias infor¬ 
mally advised the affected industry that 
such Federal standards would not be is¬ 
sued if California adopted standards 
adequate for Federal purposes and if the 
industry utilized designs on a nationwide 
basis that comply with such standards. 

On the assumption that the California 
specifications subject to this waiver are 
utilized by the manufacturers of gaso¬ 
line-fueled light duty vehicles and light 
duty trucks on the same schedule as has 
been required in the State of California. 
EPA will Indefinitely defer the issuance 
of Federal standards for these vehicles* 
fill pipes and openings. Should the na¬ 
tionwide compliance of these manufac¬ 
turers obviate the need for the promul¬ 
gation of Federal standards, such rule- 
making will be foregone completely. EPA 
will monitor plans for utilization of filler- 
inlet designs on non-California vehicles 
and determine at some future date 
whether Federal action on this matter is 
necessary. 

Findings. Having given due considera¬ 
tion to the record of the public hearing, 
all material submitted for that record, 
and other relevant information. I hereby 
make the following findings. 

1. The State of California had, prior to 
March 30.1966. adopted standards < other 
than crankcase emission standards* for 
the control of emissions from new motor 
vehicles. 

2. The California fill pipe and opening 
specifications for 1977 and subsequent 
model year gasoline-powered motor ve¬ 
hicles are more stringent than applicable 
Federal standards, since no Federal 
: tandards are currently in effect. 

3. Compelling and extraordinary con¬ 
dition continue to exist in the 8tate of 
California. The State oxidant pollution 
problem remains the worst in the nation. 
The testimony of the representatives of 
the CARB revealed that unless a virtual 
shutdown of Los Angeles is assumed, no 
current projections indicate that compli¬ 
ance with the ambient air quality stand¬ 
ards can be achieved for California's 
South Coast Air Basin, a region w'hich 
contains five percent of the nation's 
population. 

4. With respect to all 1977 and subse¬ 
quent model year gasoline-powered mo¬ 
tor vehicles, I cannot find that the Cali¬ 
fornia fill pipe and opening specifica¬ 
tions. and accompanying enforcement 
procedures, are not consistent with sec¬ 
tion 202(a) of the Clean Air Act. Taking 
into account the cost of compliance. I 
And that the requisite technology 1$ cur¬ 
rently available and that there appears 
to be adequate lead time to permit the 


application of this technology so as to 
achieve compliance with the California 
requirements as implemented by Execu¬ 
tive Orders 0-70-1 and 0-70-3. 

IV. Decision 

Based upon the above discussion and 
findings, I hereby waive application of 
section 209<a> of the Act to the State of 
California with respect to section 2290 
of Title 13. California Administrative 
Code, and "Specifications for Fill Pipes 
and Openings of Motor Vehicle Fuel 
Tanks." dated March 19. 1976, as 

amended August 5. 1976. as implemented 
by Executive Order 0-70-1. dated July 
27. 1976, and Executive Order 0-70-3, 
dated August 25. 1976. for ail 1977 and 
subsequent model year gasoline-powered 
motor vehicles. 

A copy of the above standards and 
procedures, as well as the record of the 
hearing and those documents used in ar¬ 
riving at this decision, is available for 
public Inspection during normal working 
hours (8:00 ajn. to 4:30 pjn.) at the 
U.S. Environmental Protection Agency. 
Public Information Reference Unit, 
Room 2922 (EPA Library). 401 M Street. 
SW.. Washington. D.C. 20400. Copies of 
tiie standards and test procedures are 
also available upon request from the Cal¬ 
ifornia Air Resources Board. 1102 Q 
Street. Sacramento. California 95814 

Dated: December 30. 1976. 

Russell E. Train. 

Administrator. 

I PR Doc 77-655 Filed 1-0-77:8:45 am) 


(FRL 668-4) 

EMISSION STANDARDS FOR NEW 
LIGHT DOTY TRUCKS 

Availability of Final Environmental Impact 
Statement 

Pursuant to the EPA procedures for 
the Voluntary Preparation of Environ¬ 
mental Impact Statements (39 FR 
37419), the Environmental Protection 
Agency has prepared a final environ¬ 
mental impact statement (FEIS) for the 
Emission Standards for New Light Duty 
Trucks. 

The EPA has set more stringent emis¬ 
sion standards for new light duty trucks, 
and has enlarged the current light duty 
truck class to Include trucks up to 8500 
pounds gross vehicle weight rating 
<GVWR>. The emission standards which 
apply to trucks up to 8500 pounds GVWR 
are 1.7 grams/mile (g/m> hydrocar¬ 
bons. 18 g/m carbon monoxide and 23 
g/m oxides of nitrogen The EPA has 
set these standards tor 1979 and later 
model year light duty trucks. 

This FEI8 was transmitted to the 
Council on Environmental Quality 
<CEQ> on December 29, 1976. These 
standards become effective February' 11. 
1977 (see 41 FR 56316). 

Copies of the FEI8 are available for 
review and comment from: Public In¬ 
formation Center (PM-215). U.8. En¬ 
vironmental Protection Agency. Wash¬ 
ington. DC 20460 < telephone: 202-755- 
0707) 
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Copies of the FEIS axe available for 
public inspection at the following 
location: 

Environmental Protection Agency. Public 

Information Reference Unit. Room 2922. 

Waterside Mall. 401 M 8tre«t, SW. Wash* 

lug ton. DC 90460. 

Information copies of the FEIS are 
available at cost (10 cents/page) from 
the Environmental Law Institute. 1346 
Connecticut Avenue. NW, Washington, 
DC 20036. Please reference ELR No. 
6X793. 

Copies of the FEIS have been sent to 
various Federal. State, and local agencies 
as well as interested individuals who 
made substantive comments on the draft 
EIS as outlined in the CEQ g uidel ines or 
who requested a copy of the FEIS. 

Dated; January 4. 1977. 

Rerecca W. Hammer. 

Director. 

Office of Federal Activities 
I PR Doc 77-683 Filed 1-6-77.8:45 am] 


|PRL 668-6) 

WASTEWATER TREATMENT FACILITIES. 

NORMAN, OKLAHOMA 

Availability of Draft Environmental Impact 
Statement 

Pursuant to section 102(2X0 of the 
National Environmental Policy Act of 
1969. the Environmental Protection 
Agency* has prepared a draft environ¬ 
mental impact statement (DEIS) for the 
Wastewater Treatment Facilities. Nor¬ 
man. Oklahoma 

The City of Norman, Cleveland Coun¬ 
ty, Oklahoma has received Federal Grant 
Assistance for the enlargement and up¬ 
grading of the existing sewage treat¬ 
ment plant, enlargement of several exist¬ 
ing lines that are overloaded and ex¬ 
tension of sewage collection facilities into 
areas outside the presently urbanized 
sections of the city. All of the faculties 
have been completed with the exception 
of that portion of the grant which would 
extend service outside the urbanized area 
and would replace five oxidation ponds 
and twu lift stations. 

The DEIS was transmitted to the 
Council on Environmental Quality 
(CEQ) on December 27, 1976. In accord¬ 
ance with CEQ's notice of availability, 
comments are due on February 21. 1977 
Copies of the DEIS are available for re¬ 
view and comment from: 

Mr. Clinton Spotu. Regional EIS Coordinator. 
Environmental Protection Agency. Region 
Vr, 1201 Elm Street, DaUaa. Tex** 75270 
( telephone: 214 749-1236). 

Copies of the DEIS are available for 
public inspection at the following loca¬ 
tions: 

Environmental Protection Agency. Region VI 
Library, 28th Floor. Flnst International 
Building, 1201 Elm Street. Doha*. Texan 
75270. 

Environmental Protection Agency. Public In¬ 
formation Reference Unit. Room 2222 
Wateralde Mall. 401 M Street. SW. Washing¬ 
ton. DC 20460. 

Information copies of the DEIS are 
available at cost <10 cents 'pa«el from 
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the Environmental Law Institute, 1346 
Connecticut Avenue. NW.. Washington, 
DC. 20036. Please reference ELR No. 
61789. 

Copies of the DEIS have been sent to 
various Federal. State and local agencies, 
and interested Individuals as outlined in 
the CEQ Guidelines. 

Dated: January 4.1977. 

Rebecca W. Hanmer. 

Director. 

Office of Federal Activities 
(FR Doc.77-664 Filed 1-6-77:8:45 ami 


FEDERAL ENERGY 
ADMINISTRATION 

ENERGY SUPPLY AND ENVIRONMENTAL 
COORDINATION ACT 

Iowa Public Service Company’s Maynard 
Generating Station Powerplant 14; Nega¬ 
tive Determination of Environmental Im¬ 
pact 

Pursuant to 10 CFR 208.4 and 305.9, 
the FEA hereby gives notice that it has 
performed on analysis and review of the 
environmental impact of the proposed is¬ 
suance of a Notice of Effectiveness for 
the prohibition order to Iowa Public 
Service Company's Maynard Generating 
Station, Powerplant 14. 

On June 30, 1975, the FEA issued a 
prohibition order to the above-listed 
powerplant which prohibited the power- 
plant from burning natural gas or pe¬ 
troleum products as its primary energy 
source. The prohibition order provided, 
however, that in accordance with the re¬ 
quirements of 10 CFR Parts 303 and 
305, the order would not become effec¬ 
tive untU either, (1) The Administrator 
of the Environmental Protection Agency 
(EPA) notifies the FEA. in accordance 
with section U9<d>(lXB> of the Clean 
Air Act* that a particular powerplant 
will be able on and after July 1, 1975, 
to bum coal and to comply with all ap¬ 
plicable air pollution requirements with¬ 
out a compliance date extension under 
section 119, or (2) if no notification Is 
given by EPA. the date that the Ad¬ 
ministrator of EPA certifies pursuant to 
section 119(d)(1)(B) of the Clean Air 
Act is the earliest date that a particular 
powerplant will be able to comply with 
all applicable air pollution requirements 
under section 119 of that Act; and, un¬ 
til FEA has performed an analysis of 
the environmental impact of the issu¬ 
ance of a Notice of Effectiveness, pur¬ 
suant to 10 CFR 305.9, and has served 
the powerplant the Notice of Effective¬ 
ness, as provided in 10 CFR 303.10(b). 
303.37(b) and 305 7(b). 

The FEA has analyzed and reviewed 
the effect on tlie human environment of 
issuance of the Notice of Effectiveness, 
and has determined it is clear that is¬ 
suance of a Notice of Effectiveness for 
the prohibition order to the above listed 
powerplant is not a “major Federal ac¬ 
tion significantly affecting the quality of 
the human environment.” National En¬ 
vironmental Policy Act at 42 U.S.C. 4332 
<2>(C)« Therefore pursuant to 10 CFR 
208.4(0 FEA has determined that an 
environmental Impact statement Is not 
required. 


Additional copies of this negative 
determination of environmental Impact 
and copies of the environmental assess¬ 
ment upon wliich it is based are avail¬ 
able upon request from the FEA Office of 
Communications and Public Affairs, 
Room 2140, 12th and Pennsylvania Ave¬ 
nue. N.W.. Washington. D.C. 20461. 
Copies of the documents are also avail¬ 
able for public review In the FEA Free¬ 
dom of Information Reading Room, 
Room 2107, 12th and Pennsylvania Ave¬ 
nue. N.W., Washington. D.C. 

Interested persons are invited to sub¬ 
mit data, views, or arguments with re¬ 
spect to the negative determination and 
the associated environmental assessment 
to Executive Communications. Box. KA, 
Room 3309. Federal Energy Administra¬ 
tion. 12th and Pennsylvania Avenue. 
N.W.. Washington, D.C. 20461. 

Comments should be identified on the 
outside of the envelope and on documents 
submitted to FEA Executive Communica¬ 
tions with the designation, ‘'Negative De¬ 
termination—Proposed NOE to Iowa 
Public Service Company's Maynard Gen¬ 
erating Station, Powerplant 14," Fifteen 
copies should be submitted on or before 
January 27. 1977. 

Any Information or data considered by 
the person furnishing it to be confiden¬ 
tial must be so identified and submitted 
in one copy only. The FEA reserves the 
right to determine the confidential status 
of the information or data and to treat 
it according to that determination. 


Issued in Washington. D.C., December 
29. 1976. 


Eric J. Fyci. 
Acting General Counsel. 
Federal Energy Administration. 


|FR Doc 77-620 Filed 1-4 77;3:48 pm) 


RATE DESIGN INITIATIVES SUBCOMMIT¬ 
TEE OF THE STATE REGULATORY AD¬ 
VISORY COMMITTEE 

Meeting 

Pursuant to the provisions of the Fed¬ 
eral Advisory Committee Act <Pub. L. 
92-463, 86 Stat 770 >. notice is hereby- 
given that the Rate Design Initiatives 
Subcommittee of the State Regulatory- 
Advisory Committee will meet Monday. 
January 31, 1977. at 9:30 a m.. Room 
3000A, FEA Headquarters Building. 12th 
& Pennsylvania Avenue, N.W.. Washing¬ 
ton. D.C. 

The objectives of this Subcommittee 
are to advise FEA on its preparation and 
analysis of electric utility rate design 
proposals which are to be submitted to 
the Congress pursuant to Title n. Sec¬ 
tion 203, Pub. L. 94-385, Energy Con¬ 
servation and Production Act. 

The agenda for the meeting is as 
follows: 

1. FEA presentation of status report on 
preparation of the February 14 submittal to 
Congrena and the Quantitative modeling con¬ 
tract. 

2. Subcommittee discussion—current ef¬ 
forts, future needs. 

9. Comments from the general public. 

The meeting Is open to the public. The 
Chairman of the Subcommittee is em¬ 


powered to conduct the meeting in a 
fashion that will, in his Judgment, facil¬ 
itate the orderly conduct of business. Any 
member of the public who w-ishes to file a 
written statement with the Subcom¬ 
mittee will be permitted to do so, either 
before or after the meeting. Members of 
the public who wish to make oral state¬ 
ments should inform Lois Weeks. Direc¬ 
tor. AdvLsory Committee Management, 
(202) 566-7022. at least 5 days prior to 
the meeting and reasonable provision 
will be made for their appearance on the 
agenda. 

Further information concerning this 
meeting may be obtained from the Ad¬ 
visory Committee Management Office. 

Minutes of the meeting will be made 
available for public Inspection and copy¬ 
ing in the FEA Freedom of Information 
Office. Room 2107. FEA Headquarters. 
12th Si Pennsylvania Avenue, N.W.. 
Washington, D.C. 

Issued at Washington. D.C. on Janu¬ 
ary 4.1977. 

Michael F. Butler. 

General Counsel. 

|FR DOC.77 621 Filed l-4-77;3:49 pm| 

FEDERAL MARITIME COMMISSION 

SECURITY FOR THE PROTECTION OF 
THE PUBLIC 

Financial Responsibility to Meet Liability 

Incurred for Death or Injury to Pas¬ 
sengers or Other Persons on Voyages; 

Issuance of Certificate [Casualty] 

Notice is hereby given that the follow¬ 
ing have been issued a Certificate of Fi¬ 
nancial Responsibility to Meet Liability 
Incurred for Death or Injury to Passen¬ 
gers or Other Persons on Voyages pur¬ 
suant to the provision of section 2. Public 
Law 89-777 (80 Stat. 1356, 1357) and 
Federal Maritime Commi ssion General 
Order 20. as amended (46 CFR 540): 

Aegean Cruises, 8,A., c/o Bplrotlkl Lines. Inc . 

008 Fifth Avenue. New York. New York 

10020. 

Dated January 4. 1977. 

Francis C. Hurney. 

Secretary. 

(FR Doc.77-823 Filed 1-6-77:8:45 ami 


SECURITY FOR THE PROTECTION OF 
THE PUBLIC 

Indemnification of Passengers for Nonpar 
formance of Transportation; Issuance of 
Certificate [Performance] 

Notice is hereby given that the follow¬ 
ing have been issued a Certificate of Fi¬ 
nancial Responsibility for Indemnifica¬ 
tion of Passengers for Nonperformance 
of Transportation pursuant to the pro¬ 
visions of section 3. Public Law 9-777 (80 
Stat. 1357, 1358) and Federal Maritime 
Commission Gen eral Order 20, as 
amended (46 CFR Part 540): 

Aegean CruUea, S.A. c/o Eplrotikl Lines. Inc . 
008 Fifth Avenue, New York. New York 
10020 . 

Dated; January 4. 1977. 

Francis C. Hurney. 

Secretary. 

(PR Doc.77-624 Filed 1-6-77:8:45 am) 
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FEDERAL POWER COMMISSION 

[Docket No 0-17014, cl al| 

CIMARRON TRANSMISSION COMPANY, 
ET AL 

Filing of Pipeline Refund Reports and 
Refund Plans 

December 29. 1976. 

Take notice that the pipelines listed In 
the Appendix hereto have submitted to 
the Commission for filing proposed re¬ 
fund reports or refund plans. The date of 


filing, docket numbers, and type of 
filing are also shown on the Appendix. 

Any person wishing to do so may sub¬ 
mit comments in writing concerning the 
subject refund reports and plans. All 
such comments should be submitted to 
the Federal Power Commission. 825 
North Capitol Street. N.E., Washington. 
D.C. 20426, on or before January 14.1977. 
Copies of the respective filings are on file 
with the Commission and available for 
public inspection. 

Kenneth F. Plumb. 

Secretary. 


Apprmiu 


f'cinpftfty 


•as, - T xxsf ***** 


Ctma*Tc<i Tmnamtetioti Co.. 

ConuttttdauxJ lira Suppl> ('on*. 

Do. 

Mkd-Locii»lcma < •«* Co - 

North*rat < 

Southern Natural «•** Co.. 

Sooth Trian NoiunU Om Gothcroxt Co 

Tm* Kajitrrn Tnummankm Corp.. - 

Do -- 

T«t*» Om Tnutinitodoo Corp 
TraoMOttUMouia) («•• H|»e Lux* Con* 

C<4uml*U Can Traiuwnbakm Cotp.. 


itUii* 7. IOTS Rtfiotl __ 

Non. Tl »*-7« Han.. 

MaO W.W74. do_ 

Nov Han (rt*v*jwtd)_ 

l>*r, 4,1174 Hon.. 

Sue 2,l«i74 ...do... 

Out 4, 11*74 ..do.. 

Nov -It, UC6 lU(*ort... 

Job J?». V.‘7ft Hon_.... 


Nov. IA.W7* Hoport.... 

At* .MtC« Hon_ 

Nov. ItHM Import 


0-17014. 
RP72-W7. 
K 1*72-147. 


A ROT-1. 
RP74-04. 

AH47 l.rtoL 
ARM 2,«toL 
RP70 2¥. ri ol. 

A K64 2, <4 *L, 

A ROT-l.o4 ol. 
RP74-17. 
RP73WL 
R 1*74 44. 


[FR Doe 77 4B5 Pilot! 1-S-77;8:45 am| 


| Docket No. CX77 149| 

GULF OIL CORP. 

Application for Abandonment 
Authorization ' 

December 30, 1976. 

Take Notice that the Applicant listed 
herein has filed an application or peti¬ 
tion pursuant to Section 7 of the Natural 
Gas Act for authorization to sell natural 
gas In Interstate commerce or to abandon 
service as described herein, all as more 
fully described In the respective applica¬ 
tions and amendment whch are on file 
with the Commission and open to public 
Inspection. 

It appears reasonable and consistent 
with the public interest in this case to 
prescribe a period shorter than 15 days 
for the filing of protests and petitions to 
intervene. Therefore, any person desir¬ 
ing to be heard or to make any protest 
with reference to said application should 
on or before January 10.1977, file with the 
Federal Power Commission, Washington, 
D.C. 20426, a petition to Intervene or a 
protest in accordance with the require¬ 
ment« of the Commission’s Rules of Prac¬ 
tice and Procedure <18 CFR 1.8 or 1.10). 
All protests filed with the Commission 


1 Thu notice doe* not provide for consoli¬ 
dation for hearing of the several matter* cov¬ 
ered herein. 


will be considered by it in determining 
the appropriate action to be taken but 
will not serve to make the protest&nto 
parties to the proceeding. Any person 
wishing to become a party to a proceed¬ 
ing or to participate as a party in any 
hearing therein must file a petition to 
Intervene in accordance with the Com¬ 
mission’s Rules. 

Take further notice that, pursuant to 
the authority contained in and subject to 
the jurisdiction conferred upon the Fed¬ 
eral Power Commission by Sections 7 and 
15 of the Natural Gas Act and the Com¬ 
mission’s Rules of Practice and Proce¬ 
dure. a hearing will be held without fur¬ 
ther notice before the Commission on 
tills application If no petition to inter¬ 
vene is filed within the time herein, if the 
Commission on its own review of the 
matter finds that an abandonment is re¬ 
quired by the public convenience and 
necessity. If a petition for leave to inter¬ 
vene is timely filed, or if the Commission 
on its own motion believes that a formal 
hearing is required, further notice of 
such hearing will be duly given. 

Under the procedure herein provided 
for. unless otherwise advised, it will be 
unnecessary for Applicant to appear or 
be represented at the hearing. 

Kenneth F. Plumb, 
Secretary. 
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Pnrket No. 
and tlsl* Bled 

ApvUcxnt 

Purr flaw and location 

Fries Wf 

Pnv- 

surs 

taro 

077-140_ 

a»«u) 

B 12-12-7# 

Gulf Ofl Corn.. F.O. Bax XX. Rout- 
ton. Tex. 770UI. 

Michigan Whrowin Pips Dim Co.. 
Csru*ron Held. < aroeron Parish, 
L*b 

(9 

--- 


* Gulf to tsmilnata dsliverlro to MtrhWv n.J lo cmnmtne* dthver u* of ihia mroty of cm to Tr*s* Koatmi Troika 
mlwioti Con»., under UulTa rote w-hMul* No. r*. Gutf that It* canlrart dsied Nor. #. I«a. ws* lor * period 
flora June t. iXJl, to Juno I. 1/7#, at vhirh tliuo the nratrart terminated by 1U own Irani. 


FEDERAL RESERVE SYSTEM 

FEDERAL OPEN MARKET COMMITTEE 

Domestic Policy Directive of November 16, 
1976 

In accordance with ^ 271.5 of Its rules 
regarding availability of Information, 
there is set forth below the Committee’s 
Domestic Policy Directive issued at its 
meeting held on November 16, 1976,' 


Filin* * * codr A—Initial ssnrlrr. 

D~ AhawUmnirM. 

C—Arntfidnuit to add arr***#. 
D—Amendment to cfclsto wtrac*. 
K—tfacrroslon. 

F—Partial auccmwloo. 

8m* fortnotro at md of tab)#. 


IFR Doc .77 494 Filed l-G-77;8:45 am) 


[Docket No. CS71-1134. et all 

REX MONAHAN. ET AL 

Applications for "Small Producer” 
Certificates 1 

December 30, 1076. 

Take notice that each of the Appli¬ 
cants listed herein has failed an applica¬ 
tion pursuant to Section 7(0 of the Nat¬ 
ural Gas Act and Section 157.40 of the 
Regulations thereunder for a “small pro¬ 
ducer” certificate of public convenience 
and necessity authorizing the sale for 
resale and delivery of natural gas in in¬ 
terstate commerce, all as more fully set 
forth in the applications which are on 
file with the Commission and open to 
public inspection. 

Any person desiring to be heard or to 
make any protest with reference to said 
application should on or before January 
17. 1977, file with the Federal Power 
Commission, Washington, D.C. 20426, pe¬ 
titions to Intervene or protests in accord¬ 
ance with the requirements of the 
Commission’s Rules of Practice and Pro¬ 
cedure <18 CFR 1.8 and 1.10), Ail pro¬ 
tests filed with the Commission will be 
considered by It in determining the ap¬ 
propriate action to be taken but will not 
serve to make the protestants parties to 
the proceeding. Persons wishing to be¬ 
come parties to a proceeding or to partic¬ 
ipate as a party In any hearing therein 
must file petitions to intervene In accord¬ 
ance with the Commission's Rules, 

Take further notice that, pursuant to 
the authority contained in and subject 
to the jurisdiction conferred upon the 
Federal Power Commission by Sections 7 
and of the Natural Gas Act and the Com¬ 
mission's Rules of Practice and Proced¬ 
ure, a hearing will be held without fur¬ 
ther notice before the Commission on all 
applications in which no petition to in¬ 
tervene is filed within the time required 
herein if the Commission on its own re¬ 
view of the matter believes that a grant 
of the certificates is required by the pub¬ 
lic convenience and necessity. Where a 
petition for leave to Intervene is timely 
filed, or where the Commission on its own 
motion believes that a formal hearing 
is required, further notice of such hear¬ 
ing will be duly given. 

Under the procedure herein provided 
for. unless otherwise advised, it will be 


‘Thin notice does not provide for consoli¬ 
dation for hearing of the several matter* 
covered herein. 


unnecessary for Applicants to appear or 
be represented at the hearing. 

Kenneth F. Plumb. 

Secretary . 


J>ork* Data FlW Applicant 

No. 


C87I-1IM. Nov. 3AIWB 
(O- 
«rm. 

CRTS 470.. Oct. 

C57S 3J#.. Doc. 2,127# 
(C87E- 
1090). 

ttfflM*.. Dec. MV7# 

01771##.. Pw. MVTI 

C9 77 HR..do_ 

OT77 1*5.. Dsr. #.Hff# 

CS77-IC7_do. 

C877 !«.. Doc, NU'JT# 

CS77 1M.do- 

C877-IRL..do.—... 

CS77171. do . 

C877-172.. do . 

con 171.do. 

CST7-17I.. Pro. 11.1771 

0*77 175.do. 

C877-I7#.do. 

C8n-i77.do.... . 

CS77-17S.do. 

CF77-ISO.do. 


ft* s. Monahan, Room 12 
I. A M. hid*.. Starling. 
Colo. 

Texas DU A Om Carpu. *t at, 
710 15th St.. NW., Wash¬ 
ington. D.C. 20006. 

Ilarbvr Oil Exploration. Inc., 
One Shell Plan. llnaiton, 
Tr*. 77002. 

J. K. Further and William A. 
Hnjrdrr, d/h/a KraLili Oil 
Co., 3701 304 8t. # Great 
Krtid, Kuna. 07500. 

Jar Timber Cml 
L emmon Avs,, hall* JOS, 
DalUa, Tr*. 7531V. 

Jsmi* K. Sowell, M3A Uft- 
mon Av»., Salta 30#, 
Dallas, Tex. 7531V. 

A. 0. Edgvrton, 50 California 
St.. Boa Fronriaco, Calit 
1*4111. 

Huron If. Smith, 2SDS E«wt 
Shore Pbrr. ItaM, Nev. 
m 

McCluskey Goa Co., 7# 
Liberty lam*, Hunting- 
ton. W. Va. 55705. 

KuMiuoo Gas Co., et *L, 
7# Liberty Lane, Human*, 
ton. W. Va. 3570ft. 

Pinnacle Co.. VtO Kijwrwn 
Bldg., Houston. Tex. 77008. 

John Loeb. 42 Wall 8t.. Nev 
York. N.Y. 10005. 

ENI Exploration Program — 
l<#75, 1401 Dink of Califor¬ 
nia Center, Seattle, Wash. 
l*1M. 

Cent ary Oil A Gas Co,. 
P.O. Box Okla¬ 

homa CUy. Okla. 

Royal Krtourne Rtplra 
Uon. lor, 1000 South 
Albion St.. Suita 605. 
Denver. Colo. #0222. 

James W. Hlnra. Jr.. M Uoda 
Isle. Newport Bench. Calif. 
VJOOO. 

John W. Ramsey. P.O. Box 
171. Carter, okla. 71037. 

Thorns* H. Clnaeauger, 111 
Sooth Mlchlnn Are., Chi¬ 
cago, HI. OOOOEL 

Rose lone Mr Far kind, 
1014 Mid-South Towers, 
Shreveport, La. 71101. 

Albert 8. Keeton, c.o Aaron 
Shapiro. 11W Oth Ave.. 
New York City, N.Y. 
10080. 


* Tills application Is being ronoUtwd to rrfWl Dial 
Texas OU A Gas Corp., et al., srqutrrd all of the out- 
standing common stock of Woetara Transmlaekm Corp,. 
oclans C interstate pipelineoomirony. Applicant request* 
a waiver of the Coramhsion'* regiusUun*, aro. 157.40(a) 
0), Insnfsr aa they (might exclude from small producer 
status a produenr that is alDUated with a Jurisdictional 
pipeline company. 

• Being rmuitiwxl lo rrfieri that the siklen vhirh were 
being made on Nov. II, 1970, under MACPET's (34c- 

Knight Petroleum Trust) small producer cortlfloata 
issued in docket No. C872-KR#, are henceforth made by 
1!artier Oil Exploration. Inc., under a small producer 
cnrliQcute issued In docket No. 00440* 

|FR Doc.77-493 Filed l-5-77;8:45 am) 


The Information reviewed at this meeting 
auggenta that growth In real output of goods 
and *rrv1co» In the fourth quarter may be 
falling somewhat below the third-quarter 
rate. In October retail sales increased little 
following a decrease In September. Industrial 
production and employment In manufac¬ 
turing declined. In part because of strikes. 
After adjustment for strike*, total payroll 
employment In manufacturing establish¬ 
ments rose somewhat further. According to 
household survey data, the unemployment 
rate edged up from 1Z to 7.9 per cent. The 
wholesale price index for all commodities 
rose leas rapidly in October than in Septem¬ 
ber as average price* of farm product* and 
foods declined: however, average prices of 
Industrial commodities rose sharply further. 
The advance In the Index of average wage 
rate* over recent months has remained some¬ 
what below the rapid rate of increase during 
1975. 

The average value of the dollar agnln»t 
leading foreign currencies has remained 
steady In recent weeks, declining slightly 
against the German mark and associated 
European currencies but rising against the 
pound sterling and the lira. In September 
the US. foreign trade deficit widened again, 
and the third-quarter deficit was about 
double the average of the first two quarters 
of 1970 

M*. which was about unchanged In Sep¬ 
tember, expanded sharply In October. 
Orowth in M, and M, accelerated as Inflows 
of the time and savings deposit* Included in 
these broader aggregates continued excep¬ 
tionally strong. Interest rates have fluctu¬ 
ated In a narrow range in recent weeks. 

In light of the foregoing developments. It 
Is the policy of the Federal Open Market 
Committee to foster financial conditions that 
will encourage continued economic expan¬ 
sion. while resisting Inflationary pressure* 
and contributing to a sustainable pattern 
of international transactions. 

To implement this policy, while taking ac¬ 
count of developments In domestic and in¬ 
ternational financial markets, the Commit¬ 
tee seeks to achieve bank reserve and money 
market conditions consistent with moderate 
growth In monetary aggregates over the 
period ahead 

By order of the Federal Open Market 
Committee. December 29. 1976. 

Murray Altmann, 

Deputy Secretary. 

(KK Doc.77-507 Filed 1-5-77:8:45 am| 


BANCO UNION. CJL; CONSORCIO FINAN¬ 
CIER© UNION, S.A. AND UNION INTER¬ 
NATIONAL CORP. 

Order Approving Formation of Bank 
Holding Companies 

Banco Union. C.A., Caracas. Venezuela 
(“Banco Union"); Consorclo Financicro 


1 The Record of Policy Actions of the Com¬ 
mittee for the meeting of November 15. 1975, 
Is filed as part of the original document. 
Copies are available on request to the Board 
of Oovernors of the Federal Reserve System. 
Washington. D.C. 20551. 
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NOTICES 


Union. S.A., Caracas. Venezuela ("Con- 
ftorclo Financlero"); and Union Inter¬ 
national Corporation. Wilmington, Dela¬ 
ware ("Union International* ) have ap¬ 
plied for the Board’s approval under 
section 3(a)(1) of the Bank Holding 
Company Art <12 U.S.C. 1842(a)<1)> of 
formation of bank holding companies 
through acquisition directly or indirectly 
of all of the voting shares (less directors' 
qualifying shares) of Union Chelsea Na¬ 
tional Bank. New York. New York 
(“Bank"). Bank, a new bank recently 
chartered by the Comptroller of the Cur¬ 
rency, proposes to purchase assets and 
assume liabilities of Chelsea National 
Bank. New York. New York ("Chelsea 
Bank"). 1 * Bank would be the successor to 
Chelsea Bank and. accordingly, the pro¬ 
posed acquisition of voting shares of 
Bank is treated herein as the proposed 
acquisition of the voting shares of Chel¬ 
sea Bank. Union International proposes 
to acquire all of the voting shares of 
Bank. Banco Union would own 10 per 
cent of the shares of Union Interna¬ 
tional; however, as a result of a voting 
^reement entered Into with Consorcio. 
it would have the power to vote an addi¬ 
tional 15 per cent of the shares of Union 
International.* Consorcio Financlero 
would own 90 per cent of the shares of 
Union International.* but as a result of 
the voting agreement would have the 
power to vote only 75 per cent of Union 
International shares. 

Notice of the applications has been 
Kiven to the Comptroller of the Currency 
hi accordance with section 3<b) of the 
Act. The Comptroller has recommended 
approval of the applications. Published 
notice of the applications has been dis¬ 
pensed with because of the emergency 
situation that exists. Such notice is not 
required by the Act. The Board lias con¬ 
sidered the applications and the com¬ 
ments received in the light of the factors 
set forth In section 3<c) of the Act <12 
U.8.C. 1842(c)). 

Banco Union, a Venezuelan commer¬ 
cial bank with total assets of approxi¬ 
mately $1.1 billion and total deposits of 
approximately $1 billion. Is the second 
largest commercial bank in Venezuela. 
Banco Union has 82 offices located 
throughout Venezuela and has two over¬ 
seas offices, including an agency in New 
York City. Consorcio Financlero is a 
holding company with substantially the 
wime shareholders as Banco Union and 
was formed to hold Interests in mortgage 
banking and other companies formerly 
held by Banco Union. Consorcio Flnan- 


1 Tti« Comptroller has declared that an 
♦ mergeney exist* with respect to the condi¬ 
tion of Chelae* Bank and, acting pursuant to 
12 U.8.C. section 181. weired the requirement 
that the owner* of two-thirds of Chelsea 
Bunk's stock vote to approve the transaction. 

' Banco Union haa undertaken to apply to 
the proper Venezuelan authorities for per- 
iuUMon to acquire all of the shares of Union 
International. 

' Both Banco Union and Consorcio Finan¬ 
clero have agreed to maintain the voting 
agreement regarding 18 per cent of the shares 
of Union International, until the Board con¬ 
sents to termination of the arrangement 


ciero has total assets of approximately 
$12.7 million. Union International is a 
United States company that has been 
formed for the purpose of holding the 
shares of Bank. Upon acquisition of Bank 
(deposits of approximately $28 million), 
Applicants would control .02 per cent of 
deposits in commercial banks in the 
State of New York.* 

Chelsea Bank, whose assets and liabili¬ 
ties are to be acquired by Bank, is the 
78th largest of 122 banking organizations 
in the relevant market.* Because of the 
nature of the business conducted at 
Banco Union's New York agency and the 
large number of intervening banks, it 
does not appear that any meaningful 
competition would be eliminated as a re¬ 
sult of the proposal. On the other hand, 
consummation of the proposals should 
have a salutary effect on competition by 
restoring Chelsea Bank to a condition 
whereby It will be able to compete with 
other banking organizations in the mar¬ 
ket. On the basin of the record, the 
Board concludes that consummation of 
the proposals would not have a signifi¬ 
cant adverse effect on existing or po¬ 
tential competition in any relevant area 
and that competitive considerations are 
consistent with approval of the appli¬ 
cations. 

The financial and managerial re¬ 
sources and future prospects of Banco 
Union are regarded as generally satis¬ 
factory. Similar considerations with re¬ 
spect to Consorcio Financlero and Union 
International appear to be consistent 
with approval of the subject applica¬ 
tions. Bank's financial resources and fu¬ 
ture prospects, absent consummation of 
the instant proposals, are unsatisfac¬ 
tory and additional funds are needed 
in order for Bank to be able to continue 
its operations. In this connection. Banco 
Union has agreed to directly or indirectly 
Inject $6 million of additional capital 
into Bank. In addition. Banco Union will 
make a $8 million line of credit available 
to Union International to enable Union 
International to make such additional 
capital investments in Bank as may be 
necessary. Thus, banking factors lend 
weight toward approval of the appli¬ 
cations. Although there will be no im¬ 
mediate change or increase in the serv¬ 
ices offered by Bank, consummation of 
the proposed transactions would preserve 
Bank os an alternative source of banking 
services. Thus, convenience and needs 
considerations lend significant weight 
toward approval of the applications. Ac¬ 
cordingly, it is the Board's Judgment 


4 All banking data are as of December 31. 
1975, unless otherwise indicated 
' The metropolitan New York market, the 
relevant geographic market for purposes of 
analyzing the competitive effect* of the *ub- 
ject proposal. Is denned to include the five 
boroughs of New York City, Naaaau County. 
Westchester County, Putnam County. Rock¬ 
land County, and western Suffolk County In 
New York, as well as the northern two-thirds 
of Bergen County and eastern Hudson 
County in New Jersey, plus southwestern 
Fairfield County In Connecticut. Chelae* 
Bank s rank In the market is a* of June 30. 
1975. 
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that consummation of the proposed 
transaction would be in the public inter¬ 
est and that the applications should be 
approved. 

Pursuant to section 4(a)(2) of the 
Act, Applicants would have two years 
from the date on which they become 
bank holding companies In which to di¬ 
vest direct or indirect ownership or con¬ 
trol of any companies engaged in im¬ 
permissible nonbanking activities. Un¬ 
der section 4<c) (9) of the Act and sec¬ 
tion 225.4(g) of Regulation Y f 12 CFR 
225.4(g)! Issued pursuant thereto, a 
"foreign bank holding company." as de¬ 
fined in the regulation,* is eligible for 
certain exemptions from the nonbank¬ 
ing prohibitions of the Act. Specifically, 
a foreign bank holding company may. 
without the Board’s prior specific con¬ 
sent, retain and acquire shares of any 
company that is not engaged, directly 
or Indirectly, in any activities in the 
United 8tates except as shall be inci¬ 
dental to the International or foreign 
business of such company. It appears 
that Banco Union would qualify as a 
foreign bank holding company upon con¬ 
summation of the proposed transactions. 
Based on the available Information, how¬ 
ever, it does not appear that Consorcio 
Financlero. as perscntly constituted, 
would qualify as a foreign bank holding 
company. Unless Consorcio Financlero 
can demonstrate to the Board that it 
is a "foreign bank holding company," 
and thus qualifies for the exemption of 
section 4(c) (9), it must, within two years 
of the date on which it becomes a bank 
holding company, either reduce its in¬ 
vestments in foreign companies to less 
than 5 percent’ or apply to the Board 
to retain its foreign Investments pur¬ 
suant to section 4(c) (13) of the Act.* 
While Banco Union and Consorcio Fi- 
n an ciero are primarily engaged in activ¬ 
ities outside the United 8tate*. Banco 
Union presently owns 39 percent, and 
Consorcio Financlero owns 45 percent, of 
the voting shares of AdmtnSstradora 


•Section 225.4(g)(1)(Ui) define* "foreign 
bank holding company'* aa a bank holding 
company "organized under the law* or a 
foreign country, more than half of whove 
consolidated asset* are located, or consoli¬ 
dated revenue* derived, outside the United 
State*." 

f Pursuant to section 4(c) (8) of the Act a 
bonk holding company may hold up to 5 per 
cent of the out* land lug voting ah are* of non- 
banklng companies. 

• Bank holding comp antra that do not 
qualify aa foreign bank holding companies 
under l 225.4(g) of Regulation Y must apply 
to retain or acquire share* of foreign com¬ 
panies under | 225 4(f) of Regulation Y im¬ 
plementing | 4(c) (18) of the Act. In general, 
under | 2254(f) of Regulation Y. domestic 
bank holding companies are limited to own¬ 
ing and controlling ah are* of foreign com- 
panic* that are engaged In International or 
foreign banking and other foreign or inter¬ 
national financial operation*. In contract, 
tinder I 4(o) (9). a foreign bank holding com¬ 
pany can own and control shore* of any 
foreign company, regardless of the activitir* 
the oompany la engaged in. to long m It i* 
only engaged In Incidental activities in thr 
United State* 
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NOTICES 


Union, a Venezuelan company which In¬ 
directly engages in real estate manage¬ 
ment activities in the United States 
through its wholly-owned subsidiary Ad- 
mlnlstradora Union Management Corp , 
Coral Gables. Florida ( ‘Management 
Company’* *). It does not appear that any 
of the exemptive provisions of section 4 
of the Act. including section 4(e)(9), 
are applicable to Applicants’ indirect in¬ 
vestments in Management Company. In 
accordance with section 4(a)(9) of the 
Act. Banco Union and Consorclo Fi- 
nanclero have agreed to. within two 
years from the date on which they be¬ 
come bank holding companies, either di¬ 
vest their ownership of shares of Man¬ 
agement Company or Management Com¬ 
pany will cease its United States activi¬ 
ties. 

On the basis of the record, the appli¬ 
cations are approved for the reasons 
summarized above. The transactions 
shall not be made (a) before the thirtieth 
calendar day following the effective date 
of this Order or ib> later than three 
months after the effective date of this 
Order, unless such period is extended for 
good cause by the Board, or by the Fed¬ 
eral Reserve Bank of New York pursuant 
to delegated authority. 

By order of the Board of Governors.* 
effective December 31. 1976. 

Theodore E. Allison, 
Secretary of the Board. 

I PR Doc .77-004 Piled 1-0-77.8:45 am] 


FIRST MARYLAND BANCORP 
Order Approving Acquisition of Bank 

First Maryland Bancorp, Baltimore. 
Maryland (“Applicant**). a bank holding 
company within the meaning of the Bank 
Holding Company Act (“Act**), has ap¬ 
plied for the Board's approval under sec¬ 
tion 3(a)(3) of the Act (12 U.S.C. 1842 
(a) <3)) to acquire 51 percent of the vot¬ 
ing shares of The Hancock Bank. Han¬ 
cock. Maryland (“Bank"). Subsequent to 
consummation of the proposed transac¬ 
tion, Applicant intends to merge Bank 
Into Applicant’s sole subsidiary bank, in 
the event the Comptroller of the Cur¬ 
rency approves an appropriate applica¬ 
tion under the Bank Merger Art (12 
U.S.C. 1828(0). 

Notice of the application, affording op¬ 
portunity for Interested persons to sub¬ 
mit comments and views, has been given 
in accordance with section 3(b) of the 
Act. The time for filing comments and 
views has expired, and the Board has 
considered the application and all com¬ 
ments received. Including those of Mr. 
Donald Wolpe, a former stockholder of 
Bank (“Protestant”), and the Depart¬ 
ment of Licensing and Regulation of the 
State of Maryland (which recommended 
approval of the application). In light 
of the factors set forth in section 3(c) 
of the Act (12 UB.C. 1842(c)). 


•Voting for this action: Vice Chairman 
Gardner and Governors Walllch, Jackson, and 
Lilly. Absent and not voting: Chairman 
Burns and Governors Coidwet! and Partee. 


Applicant* the third largest banking 
organization In Maryland, controls de¬ 
posits of approximately $932 million, rep¬ 
resenting 10.7 percent of total deposits 
in commercial banks In the state. 1 Ac¬ 
quisition of Bank (deposits of $9.5 mil¬ 
lion) by Applicant would increase Ap¬ 
plicant’s share of deposits in the state 
by 0.1 percent and would not alter Ap¬ 
plicant’s rank among other banking or¬ 
ganizations in the State of Maryland. 

Bank’s sole office is located in Han¬ 
cock. Maryland. Hancock is located in 
Washington County. Maryland, and is 
only one-half mile north of the West 
Vlrglnia-Maryland border and one mile 
south of the Pennsylvania-Maryland 
border. Protestant contends that the rel¬ 
evant geographic market in which to as¬ 
sess the competitive effects of the pro¬ 
posed acquisition Is approximated by 
Washington County. Maryland. Wash¬ 
ington County includes Hagerstown, 
where stx branches of Applicant’s only 
subsidiary bank. The First National Bank 
of Maryland. Baltimore, Maryland, ore 
located. To support his contention that 
Hagerstown and the city of Hancock, 
where Bank is located, are in the same 
market, Protestant asserts that the two 
are approximately 25 miles apart and 
are connected by several roads Including 
a four lane interstate highway. These 
roads are the only route from eastern 
Maryland to its four western counties. 
Protestant characterizes Hancock as a 
suburb of Hagerstown, and asserts that 
approximately 10 percent of its workers 
are employed in Hagerstown. Further, he 
notes that a large shopping center is 
located near the Hagerstown exist on the 
above-mentioned interstate highway and 
that Hancock residents visit the shop¬ 
ping center and travel to Hagerstown to 
shop or for entertainment. Finnlly. not¬ 
ing that standard metropolitan statisti¬ 
cal areas (“SMSAs’’) arc often used as 
the basis for analysis of geographic mar¬ 
kets. Protestant states that a publication 
widely used by advertising and market¬ 
ing managers treats Washington County 
as a potential SMSA. According to this 
source, 80 percent of the metropolitan 
areas that it has deemed potential 
SMSAs in the past eventually have been 
officially designated SMSAs. 

In light of Protestant’s assertions, the 
Federal Reserve Bank of Richmond con¬ 
ducted a field study of the Hancock and 
Hagerstown areas In order to define the 
relevant market This study and other 
information of record indicate the fol¬ 
lowing: Approximately 83 percent of the 
total dollar volume of Bank’s demand 
deposits originates within a nine mile 
radius of Hancock. Hancock Is approxi¬ 
mately 27 miles west of Hagerstown. The 
two are connected primarily by a two 
lane highway, U.S. 40. and a four-lane 
highway. Interstate 70. U5. 40 merges 
with Interstate 70 approximately 19 miles 
west of Hagerstown. The area west of 
Hagerstown beyond Clear Spring. Mary¬ 
land (located approximately eight miles 


* Unless otherwise indicated, sll bonking 
dots ore as of December'31, 1975. 


to the west of Hagerstown) Is mountain¬ 
ous. sparsely populated, and unsulted for 
development. Although there has been 
some development immediately to the 
west of Hagerstown, the majority of 
growth has been directed to the north, 
south and east. Similarly, banking and 
business development in the Hancock 
area has been concentrated on a north- 
south axis. Of the bonks outside of Han¬ 
cock. the bonk located closest to Han¬ 
cock Is flve miles to the south in Berkeley 
Springs. West Virginia. In the area sepa¬ 
rating Hancock and Berkeley 8prtngs is 
a large manufacturing plant. Most of 
the other businesses In the Hancock area 
are located on the road to Berkeley 
Springs, in Hancock Itself, or to the north 
along Interstate 70.* Data generated by 
tho Washington County Economic De¬ 
velopment Commission (“Development 
Commission”) indicates that the Coun¬ 
ty's Planning Sector VI. which encom¬ 
passes the Hancock area and consists of 
the westernmost 15 miles of Washington 
County, is the only sector of the county 
that experienced a decline In population 
between 1960 and 1970. The total popu¬ 
lation decrease for Sector VI during that 
period was 5.5 percent By contrast, the 
population of the sector centered around 
Clear Spring increased by 7.7 percent 

The Development Commission has no 
information regarding commuting pat¬ 
terns In the County/ Officers of three 
Hagerstown banks that are major com¬ 
petitors of Applicant’s subsidiary bank’s 
branches In Hagerstown have stated that 
their respective banks derive little busi¬ 
ness from the Hancock area.* and thus 
It does not appear that a significant por¬ 
tion of Hancock consumers of banking 
services turn to Hagerstown banks for 
those services (other than for loans in 
excess of the lending limits of the Han¬ 
cock banks). All three officers regarded 
Hancock as being outside of their mar¬ 
ket and felt that Applicant’s proposed 
acquisition of Bank would have no com¬ 
petitive impact on their respective bonks. 
Each of these bonkers felt that their 
primary competitors, outside of the 
banks in Hagerstown itself, were located 
in southern Franklin County. Pennsyl¬ 
vania. in an area ten to 15 miles north 
of Hagerstown, and thus two of these 
bankers have recently opened, or are in 
the process of opening, brunch offices 
north of Hagerstown. Accordingly, it docs 
not appear that the proposed acquisition, 
if consummated, would have a direct or 
immediate effect upon competition in 
Hagerstown. 

On the basLs of the above and other 
information of record, the Board con¬ 
cludes that Hancock is located in a bank¬ 
ing market separate from HAgcrstown. 
The best approximation of the Hancock 


• Interstate 70 turns north at Hancock. 

• Kvcn If Protestant's unsubstantiated as¬ 
sertion that 10 percent of Hancock's work¬ 
force la employed in Hagerstown Is accepted. 
It would be insufficient to establish that Han¬ 
cock and Hagerstown arc In tho samo market. 

• As discussed below. Applicant also derives 
Uttle banking business from the Hancock 

area. 
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Banking Market appear* * to be the west¬ 
ern portion of Washington County (ex¬ 
cluding Clear Spring) and the northern 
half of Morgan County. West Virginia, 
including Berkeley Springs (approxi¬ 
mately five miles south of Hancock >. The 
Hagerstown Banking Market is approxi¬ 
mated by the remainder of Washington 
County and the extreme southern por¬ 
tion of Franklin County, Pennsylvania.’ 

Bank, with deposits of *9.5 million, is 
the second largest of three banks in the 
Hancock market and holds 30.0 percent 
of the total deposits in commercial banks 
in that market.* Applicant with total 
deposits of *69.9 million in the Hagers¬ 
town market, is the largest of 16 bank¬ 
ing organizations In that market, and 
controls 18 6 percent of market deposits.* 
Five other banks in the market have de¬ 
posits in excess of $30 million. 

Bank's sole office is located 25 miles 
west of the closest branch of Applicant's 
subsidiary bank. Both Applicant and 
Bank currently derive negligible amounts 
of business from the service area • of the 
other. Applicant’s subsidiary bank’s 
Hagerstown offices acquire approxi¬ 
mately 0.5 percent of their deposits and 
0.7 percent of their loans from Bank's 
f ervicc area, while Bank derives approxi¬ 
mately 2.8 percent of Its deposits and 9.0 
percent of its loans from Applicant's sub- 
Mdiary bank’s service areas throughout 
the state. These figures represent less 
than two percent in each case of the 
loans and deposits outstanding In the 
Hancock market and in the Hagerstown 
market and suggest that there is little 
existing competition between Applicant 
and Bank. On balance the Board con- 
rludes that the effects of the proposed 
transaction on existing competition 
would, at most, be slightly adverse and 
that there would be no adverse effects on 
the concentration of banking resources 
in any relevant area. 

Protestant suggests that the Hancock 
area would not be attractive for de novo 
entry by a new bank unaffiliated with a 
bank holding company, but that de novo 
entry into the Hancock area could prove 
profitable for a bank holding company 
with an established Washington County 


'Although Protestant asserts that Wash¬ 
ington County to the relevant market, com¬ 
plete application of Protestant's rationale lor 
placing Hancock and Haperstou n in the same 
banking market would require the inclusion 
of additional banka in Franklin County, 
Pennsylvania, all or the banks in Mar tins - 
burg. West Virginia, and several banka In 
Frederick County, Maryland. Applicant's 
•hare of such a market would approximate 
•even percent and Banka would approximate 
0.9 percent. In view of Bank’a nine and the 
“•mall amount of competition presently exist¬ 
ing between Applicant and Bank, an acquisi¬ 
tion of Bank by Applicant If such were the 
relevant market would not have significant 
adverse effects on either existing or potential 
competition or market concentration 

• As of June 30. 1975 

1 As of June 90, 1975 

•A service area Is that geographic area 
contiguous to an office from which approxi¬ 
mately 80 percent of the dollar amount of 
that office a deposits from individuals, 
partnerships, and corporations to derived 


presence such as Applicant. Moreover. 
Protestant argues, allowing Applicant to 
enter the Hancock market will discour¬ 
age other banks from entering that mar¬ 
ket and will place the "remaining small 
competitfor" * in Hancock In competition 
with Applicant's much larger organiza¬ 
tion. 

The Board Is unable to conclude that 
the Hancock market to attractive for 
de novo entry generally or in the manner 
described by Protestant. The median 
family income of the Hancock market 
in 1970 was $7,100. Tills figure compares 
unfavorably with the *8.800 median for 
the Hagerstown market and the State 
median of *11,100. More significantly, 
the population per banking office in the 
State to approximately 5.200. whereas the 
Hancock market has only approximately 
1200 people per banking office. Coupling 
this income and population data with 
the Hancock market's declining popu¬ 
lation suggests that the market to quite 
unattractive for de novo entry. This 
data also undermines Protestant's tacit 
assumption that State and Federal bank 
chartering authorities would readily 
grant an application to open either a 
branch office or a new bank in the Han¬ 
cock market. With regard to Protestant's 
assertion that consummation of the pro¬ 
posed transaction will discourage entry 
by others, it to the Board’s judgment that 
Applicant's acquisition of Bank will not 
raise significant additional barriers to 
dc novo entry In view of the fact that 
the market to already quite unattractive 
for such entry. In view of the unattrac- 
Uvencss of the Hancock market for de 
novo entry’, it docs not appear that Ap¬ 
plicant to a potential entrant into the 
market other than by acquisition of 
Bank." Thus, it does not appear that 
consummation of the proposed acquisi¬ 
tion would eliminate a substantial pros¬ 
pect for potential competition between 
Applicant and Bank. 


•Protestants reference to the "remaining 
•mall competitor” In Hancock Ignore* the 
existence of the third (and largest) bank in 
the Hanoock market which la located five 
miles to the south of Hancock in Berkeley 
Springs. West Virginia. 

••Protestant’s reliance on Old Kent Finan¬ 
cial Corp./National Lumberman's Bank and 
Trust Co.. 60 red. Res. Bull. 133 (1974). re¬ 
consideration 61 Fed Res . Bull 247 (1975) 
i denied on competitive grounds), to mis¬ 
placed. In that case the Board found the 
relevaul market to be capable of supporting 
de novo entry and Old Kent was regarded 
as a likely de novo entrant. Old Kent was 
located In an adjacent market in which Ite 
market share was 49 percent, as opposed to 
Applicant's 16.6 percent. 

We stern Michigan Corp First National 
Bank of Cassopolto. 62 Fed Res. Bull 634 
(1970) and Alabama Bancorporat ion/Muscle 
Shoals National Bank. 61 Fed. Ret. Bull 672 
(1976), also cited by Protestant, are inap¬ 
plicable as in each of those cases the Appli¬ 
cant was located In the same market as the 
bank to be acquired 

u The record in thl- matter dors not indi¬ 
cate whether the smallest bank m the Han¬ 
cock market to available for acquisition by 
Applicant. WbUe such availability might 
Initially Mem probative of the feasibility of 
foothold entry Into the market, the facts 


The financial and managerial resources 
of Applicant and its subsidiaries are sat¬ 
isfactory and their future prospects ap¬ 
pear favorable. The financial resources 
of Bank are also satisfactory and its 
future prospects are favorable. It ap¬ 
pears. however, that the managerial 
strength of Applicant could be a sig¬ 
nificant benefit for Bank and the Board 
concludes that banking factors lend 
some weight toward approval of the 
application. 

With regard to the convenience and 
needs of the community to be served. 
Protestant states that there to generally 
no need in the Hancock area for the 
additional services Applicant proposes to 
offer. Applicant has submitted additional 
information regarding these matters and 
it appears that residents of the Hancock 
market will benefit from the addition of 
higher lending limits, 1 * trust services, in¬ 
dividual retirement accounts, and credit 
card services, all currently unavailable 
from Hancock area banks. Accordingly, 
the Board concludes that consideration* 
related to the convenience and needs of 
the community to be served lend weight 
toward approval of the application. Any 
slight anticompetitive effects associated 
w ith the proposed transaction are clearly 
outweighed by convenience and needs 
considerations and the Board finds that 
the application should be approved. 

On the basis of the record, the applica¬ 
tion to approved for the reasons sum¬ 
marized above. The transaction shall not 
be made (a) before the thirtieth calendar 
day following the effective date of this 
Order or tb) later than three months 
after the effective date of this Order, un¬ 
less such period to extended for good 
cause by the Board, or by the Federal 
Reserve Bank of Richmond pursuant to 
delegated authority. 

By order of the Board of Governors, 
effective. December 29,1976. 

Griffith L. Garwood. 

Deputy Secretary of the Board 

|FH Doc.77-606 Filed 1-6-77.8 45 am] 


MANUFACTURERS NATIONAL CORP. 
Order Approving Acquisition of Bank 

Manufacturers National Corporation 
Detroit, Michigan, a bank holding com- 


that Lh* smallest bank holds deposit* of 
19.3 million compared to Bank’s *9.2 million 
that the market share of the smallest bank 
U 268 percent while Bank’s to 80 percent 
and that the smallest bonk operates two 
office* In the market to Bank’* one. resolve 
the foothold entry questiou In favor of 
Applicant. 

“ Bank U presently prohibited by law from 
making loans in excess of $55,000. The legal 
lending limit of Applicant * subsidiary bank 
Is approximately 49 million. As Indicated 
above, each of the three Hagerstown com¬ 
petitors of Applicant’s subsidiary bank bos 
attempted to meet a need on the part of 
Hancock customers for loans exceeding the 
lending limits of the Hancock area banks. 

u Voting for this action: Vice Chairman 
Gardner and Governors WaUtch, Jackson and 
Lilly. Absent and not voting: Chairman 
Bums and Governors Coldwcll and Pnrtee 
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NOTICES 


pany within the meaning of the Bank 
Holding Company Act, has applied for 
the Board’s approval under section 3(a) 
<3» of the Act <12 U.S.C. 1842(a) <3>> to 
acquire all of the voting shares (less di¬ 
rectors’ qualifying shares) of National 
Bank of Southfield, Southfield. Michigan 
C’Bauk”). 

Notice of the application, affording op¬ 
portunity for interested persons to sub¬ 
mit comments and views, has been given 
in accordance with section 3(b) of the 
Act. The time for filing comments and 
views has expired, and the Board has 
considered the application and all com¬ 
ments received In light of the factors set 
forth in section 3(c) of the Act (12 U.8.C. 
1842(c)). 

Applicant, the fourth largest banking 
organization in Michigan, controls four 
banks with aggregate deposits of approx¬ 
imately $2 5 billion, representing 8.3 per 
cent of the total deposits held by com¬ 
mercial bonks in Michigan. 1 Acquisition 
of Bank ($83 4 million In deposits) would 
increase Applicant’s share of Statewide 
deposits to 8.6 per cent but would not 
change Applicant's ranking in the 8tate. 

Bank, a subsidiary of NBS Financial 
Corporation. Southfield. Michigan 
C'NBS’* *). a registered bank holding com¬ 
pany now in the process of liquidating 
its assets, is located in a northwest sub¬ 
urb of Detroit in the Detroit banking 
market. Bank controls 0.5 per cent of the 
total deposits in commercial banks In the 
relevant market 5 and, were it an inde¬ 
pendent institution, would be the 18th 
largest of 38 banking organizations op¬ 
erating in the market.' Applicant is the 
third largest banking organization in the 
relevant market, controlling two banks 
(aggregate deposits of aproximately $2.4 
billion) and 15.1 per cent of the com¬ 
mercial bank deposits in the market. 
Consummation of the proposal would In¬ 
crease Applicant’s market share to 15.6 
per cent. 

In view of the already high level of 
banking concentration existing In the 
Detroit banking market (the four largest 
banking organizations control about 
71.5 per cent of the deposits). the Board 
view’s with serious concern the increase 
In concentration that would result from 
the consummation of this proposal, and 
regards such an increase as a significant¬ 
ly adverse factor in Its consideration of 
this application. 

In addition to the effects of the pro¬ 
posal on banking concentration in the 
Detroit market, the Board is of the view’ 
that the proposal would have substan¬ 
tially adverse effects on existing competi¬ 
tion between Applicant and Bank. Bank 


1 AH banking data arc aa of December 31. 
1976 

* The Detroit banking market is the rel¬ 
evant banking market and la approximated 
by Macomb, Oakland, and Wayne Counties. 

■ With 1U two subsidiary banka. NBS haa 
aggregate deposit* of approximately $118.1 
million and is the fifteenth largest banking 
organization in the market with 0 7 per cent 
of the markot'e depoalta. 


is headquartered in the Detroit suburb 
of Southfield wherein it operates five of 
its six banking offices; Its other branch 
is located in a nearby township. Appli¬ 
cant has two subsidiary banks, includ¬ 
ing its lead bank. In the Detroit mar¬ 
ket, and many of their offices are located 
In close proximity to Southfield. Conse¬ 
quently. consummation of this proposal 
would eliminate a significant amount of 
existing competition within the Detroit 
market. 

In view of the foreging discussion and 
based on the facts of record, the Board 
concludes that the competitive effects 
of the proposal are substantially adverse. 
Under the standards set forth in section 
3(c) of the Bank Holding Company Act. 
It is clear that the Board may not ap¬ 
prove the subject proposal unless the 
Board finds that ’’the onticompetitve 
effects of the proposed transaction are 
clearly outweighed In the public inter¬ 
est by the probable effect of the transac¬ 
tion in meeting the convenience and 
needs of the community to be served.” 
In assessing such considerations in light 
he facts surrounding this proposal, 
the Board finds that the anticompetitive 
effects are clearly outweighed in the pub¬ 
lic Interest. 

The financial and managerial re¬ 
sources and future prospects of Appli¬ 
cant and its subsidiaries are considered 
satisfactory and consistent with approval 
of this application. Bank’s financial and 
managerial resources, absent consumma¬ 
tion of the Instant proposal, are less than 
satisfactory, and its future prospects are 
uncertain. Bank has suffered losses In 
its operations and. lacking the internal 
capability of reversing the adverse trend, 
it appears unlikely that Bank will be 
able to continue as a viable organization 
in serving the public. Under this pro¬ 
posal. Applicant haa agreed to inject 
capital of $2 million and to provide sig¬ 
nificant managerial assistance to Bank. 
These actions would assure bank’s con¬ 
tinued viability and the availability of 
Bank as a source of banking services in 
the Detroit banking market. While the 
Board would prefer a less anticompeti¬ 
tive acquisition as a means of assuring 
the continuation of Bank as a vehicle for 
serving the convenience and needs of the 
public, it appears that such an alterna¬ 
tive is not readily available. Therefore, 
the Board view’s the improved financial 
prospects of Bank and the convenience 
and needs considerations as lending sig¬ 
nificant weight toward approval of the 
application and clearly outweighing the 
substantially adverse competitive effects 
that would result from consummation of 
the proposal. Accordingly, it is the 
Board’s judgment that consummation of 
the proposal would be in the public in¬ 
terest and that the application should be 
approved. 

On the basis of the record, the appli¬ 
cation is approved for the reasons sum¬ 
marized above. The transaction shall not 
be made (a> before the thirtieth calendar 
day following the effective date of this 
Order or <b> later than three months 


after the effective date of this Order, 
unless such period is extended for good 
Reserve Bank of Chicago pursuant to 
delegated authority. 

By order of the Board of Governors.* 
cause by the Board, or by the Federal 
effective December 30. 1976. 

Theodore E. Allison. 

Secretary of the Board. 

| PR Doc 77 605 Piled 1-0 77;8:45 am| 


DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE 

Alcohol, Drug Abuse, and Mental Health 
Administration 

ADVISORY COMMITTEES 
Meetings 

In accordance with section 10(a) (2) of 
the Federal Advisory Committee Act (5 
U.8.C. Appendix I), announcement is 
made of the following National Advis¬ 
ory bodies scheduled to assemble during 
the month of February 1977: 

Epidemiologic Studies Review Committee: 
February 7-8; 9 ‘00 am., Brent Room, Old 
Town Holiday Inn. 480 King Street. Old 
Town* Alexandria, Va. Opon - February 7, 
9:00-10:00 am Closed—Otherwise. Contact 
Mrs. Lavtnla Walsh. P&rklawn Building Room 
IOC 09. 5600 Fishers Lane, Rockville. Mary- 
land 20857. 301-443-3774 

Purpose: The Committee Is charged with 
the initial review of grant applications for 
Federal assistance in the program areas ad¬ 
ministered by the National Institute of Men¬ 
tal Health relating to research and training 
activities In the field of epidemiology and 
makes recommendations to the National Ad¬ 
visory Mental Health Council for final review. 

Agenda: From 9:00 to 10:00 a.m.. February 
7, the meeting wiU be open for discussion of 
administrative announcements and program 
developments. Otherwise, the Committee will 
be performing initial review of grant applica¬ 
tions for Federal assistance and will not be 
open to the public In accordance with the de¬ 
termination by the Administrator, Alcohol, 
Drug Abuse, and Mental Health Administra¬ 
tion. pursuant to the provisions of Section 
552(b)(6) and 552(b)(6). Title 5 U3. Code 
and Section 10(d) of Public Law 92 463 (6 
US C. Appendix I). 

• • • • • 
Dnuc Aivst Training Reviiw Committee 

Date and time: February 14-16: 8:30 a.m. 
Place: 8th Floor Conference Room. One Cen¬ 
tral Plaza. 11300 Rockville Pike, Rockville. 
Maryland. 

Type of meeting: Open—February 14. 8:30- 
9:00 a.m.; Closed—Otherwise. 

Contact: Ms. Sally Connell. Rockwall Build¬ 
ing, Room 640. 11400 Rockville Pike. Rock¬ 
ville, Maryland 20852. 301-443'6720. 
Purpose: The Committee Is charged with the 
initial review of graut applications for Fcd- 
ornl assistance In the program areas ad¬ 
ministered by the National Institute on 
Drug Abuse relating to training activities 
and makes recommendations to the Na¬ 
tional Advisory Council on Drug Abuse for 
final review. 


•Voting for tills action: Vice Chairman 
Gardner and Oovemom Watlich, Jackson, and 
Lilly. Absent and not vottng: Chairman 
Burns and Governors Col dwell and Par tee. 
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Aftada From 8.30 axn to 9:00 am.. Feb¬ 
ruary 14, the meeting will be open for dis¬ 
cussion of administrative announcement* 
and program development* Other wise, the 
Committee will be performing Initial re¬ 
view of grant application* for Federal ae- 
At stance and will not be open to the public 
in accordance with the determination by 
the Administrator. Alcohol. Drug Abuse, 
and Mental Health Administration, pur¬ 
suant to the provisions of Section 632(b) 
(5) and 652(bM6). Title 6 US. Code and 
Section 10(d) of Public Law 92-469 (6 
US.O. Appendix I). 

CoMMVNrnr Alcoholism Seavtcta Rrvtrw 
Com terra 

Date and time. February 14-18. 9:00 am. 

Place: Conference Room r. Parklawn Build¬ 
ing. Rockville. Maryland. 

Type of meeting: Open—February 14. 9 00- 
JO;00 am.; Closed—Otherwise. 

Contact: Mr. Sidney Leopold. Room 14C-17, 
Park lawn Building. 6000 Fishers Lane. 
Rockville. Maryland 20867. 301-443-4983. 

Purpose; The Committee provides initial re¬ 
view of applications for community alco¬ 
holism service* demonstration grants for 
the prevention of alcoholism and tbe treat¬ 
ment and rehabilitation of special popula¬ 
tion groups with drinking problems, such 
as croas-population, poverty, women and 
youth and makes recommendations to the 
National Advisory Council on Alcohol 
Abuse and Alcoholism for final review. 

Agenda: From 9:00 am. to 10:00 am.. Feb¬ 
ruary 14. the meeting will be open for dis¬ 
cussion of administrative announcements. 
Otherwise, the Committee will be perform¬ 
ing initial review of grant applications for 
Federal assistance and will not be open to 
the public in accordance with the deter¬ 
mination by the Administrator. Alcohol. 
Drug Abuse, and Mental Health Adminis¬ 
tration. pursuant to the provisions of Sec¬ 
tion 662(b)(8) and 662(b)(6). Title 6 US. 
Code and Section 10(d) of Public Law 92- 
463 (6 U-S.C. Appendix 1). 

Ceimx am> Dtj.inqctwct Rirtrw Committee 

Date and time: February 23-26; 9:00 a m. 

Place; Circle Room. Dupont Flora Hotel. 1600 
New Hampshire Avenue. N.W., Washington, 
DC. 

Type of meeting: Opcu—February 23, 9:00- 
10:30 a m.; Closed—Otherwise. 

CVmtact: Carol Beal). Parklawn Building. 
Room 19C-04. 6600 Pin hem Lane. Rockville. 
Maryland 20867, 301-443 3728. 

Purpose The Committee Is charged with the 
initial review of grant applications for Fed¬ 
eral assistance In the program areas admin¬ 
istered by the National Institute of Mental 
Health relating to research and training 
activities In crime and delinquency, law 
and mental health interactions, and Indi¬ 
vidual violent behavior and makes recom¬ 
mendation* to the National Advisory Men¬ 
tal Health Council for Anal review. 

Agenda: From 0:00 to 10:30 am.. February 
23, the meeting will be open for discussion 
of administrative announcement* and pro¬ 
gram developments. Otherwise, the Com¬ 
mittee will be performing initial review of 
grant applications for Federal assistance 
and will not be open to the public In ac¬ 
cordance with the determination by the 
Administrator. Alcohol. Drug Abuse, and 
Mental Health Administration, pursuant to 
the provisions of Section 662(b)(6) and 
662(b)(6). Title 6 U.3. Code and Section 
10(d) of Public Law 92-463 ( 6 CAC Ap¬ 
pendix I). 

Metropolitan Mental Health Psoblems 
Review Committee 

Date and time: February 24-25; 9:00 am. 

Place: Cardinal Room. Holiday Inn. 1860 N 
Fort Meyer Drive, Roeslyn, Virginia. 


NOTICES 

Type of meeting: Open—February 24, 9; 00- 
9:30am; Closed-—Otherwise 
Contact: Mrs Phyllis Plnaow, Room 16-99. 
Parklawn Building. 6600 Fisher* Lane. 
Rockville. Maryland 20857. 301-443-3373 
Purpose: The Committee 1* charged with the 
initial review of grant applications for Fed¬ 
eral assistance in the program areas admin¬ 
istered by the National Institute of Mental 
Health relating to metropolitan mental 
health problems and makes recommenda¬ 
tions to the National Advisory Mental 
Health Council for Anal review. 

Agenda: From 9:00 to 9:30 am. February 24. 
the meeting will be open for discussion of 
administrative announcements and pro¬ 
gram developments. Otherwise, the Com¬ 
mittee will be performing Initial review of 
grant applications for Federal assistance 
and will not be open to the public In ac¬ 
cordance with the determination by tbe 
Administrator, Alcohol. Drug Abuse, and 
Mental Health Administration, pursuant to 
the provisions of 8ectlon 662(b)(6) and 
662(b) (6). Title 8 UB. Code and Section 
10(d) of Public Law 92-463 ift UJB C. Ap¬ 
pendix I). 

J HTNIU P* TOUT MB JUSLMUH REVIEW 

Committee 

Date and time: February 24 26. 9:00 a m. 
Place: Parlor A, The Burlington Hotel. Ver¬ 
mont Avenue at Thomas Circle, N.W, 
Washington, D C. 

Type of meeting: Open—February 24. 9:00- 
0.30 am; Closed—Otherwise. 

Contact: Mrs. DianaSouder. Parklawn Build¬ 
ing. Room 10-104. 6600 Ffehers Lane. Rock¬ 
ville, Maryland 20867. 301-443-3660. 
Purpose: The Committee is charged with the 
initial review of grant application* for 
Federal assfetancc in the program areas ad¬ 
ministered by the National Institute of 
Mental Health relating to the develop¬ 
mental growth of juvenile* and make* 
recommendations to the National Advisory 
Mental Health Council for Anal review 
Agenda: From 9:00 to 9:30 a m.. February 24. 
the meeting will be open for discussion of 
administrative announcements and pro¬ 
gram developments. Otherwise, the Com¬ 
mittee will be performing initial review of 
grant applications for Federal assistance 
and will not be open to the public In ac¬ 
cordance with the determination by the 
Administrator, Alcohol. Drug Abuse, and 
Mental Health Administration, pursuant to 
the provisions of Section 662(b)(6) and 
662(b)(6). Title 6 UB. Code and Section 
10(d) of Public Law 92-403 ( 5 US.C Ap¬ 
pendix I). 

NEUROPSYCHOLOGY RVSXABCM REVIEW 
Comm mm 

Date and time: February 24-26; 9:00 am 
Place: Shenandoah Room. Ramada Inn. 1900 
North Fort Meyer Drive. Arlington, Va„* 
Type of meeting: Open-February 24. 9:00- 
10:00 am; Closed—Otherwise. 

Contact: Mm. Eileen Nugent. Parklawn 
Building. Room 10C-06, 6600 Fishers Lane. 
Rockville. Maryland 20867. 301-443-3942. 
Purpose: The Committee la charged with the 
Initial review of grant applications for 
Federal assistance In the program areas 
administered by the National Institute of 
Afeutal Health relating to neuropsychology 
research and makes recommendation* to 
the National Advisory Mental Health 
Council for Anal review. 

Agenda: From 0:00 to 10.00 ant-. February 
24. the meeting will be open for discussion 
of administrative announcements and pro¬ 
gram developments. Otherwise, the Com¬ 
mittee will be performing tnitiai review of 
grant applications for Federal assistance 
and will not be open to the public In ac¬ 
cordance with the determination by the 
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Administrator. Alcohol. Drug Abuse, and 
Mental Health Administration, pursuant 
to the provisions of Section 652(b) (5) and 
662(b)(6). Title 5 U8. Code and Section 
10(d) of Public Law 92-463 (6 USC. Ap¬ 
pendix I). 

Substantive Information may be ob¬ 
tained from the contact persons listed 
above. 

The NLAAA Information Officer who 
will furnish summaries of the meeting 
and rosters of the Committee members Is 
Mr. Harry C. Bell. Associate Director for 
Public Affairs. NIAAA. Room 6C-15. 
Parklawn Building, 5600 Fishers Lane. 
Rockville. Maryland 20857. 301-443-3306 
The NIDA Information Officer who will 
furnish summaries of the meeting and 
rosters of the Committee members Is Ms 
Mary Carol Kelly. Program Information 
Officer for Drug Abuse. NIDA. Room 814. 
Rockwall Building, 11400 Rockville Pike. 
Rockville. Maryland 20852. 301-443-6245. 
The NIMH Information Officer who will 
furnish summaries of the meetings and 
rosters of the Committee members is Mr 
Edwin Long. Deputy Director. Division of 
Scientific and Public Information. 
NIMH. Room 15-105, Parklawn Building. 
5600 Fishers Lane. Rockville. Maryland 
20857. 301-443-3600. 

Dated: January 3.1977. 

Caioltn T. Evans. 

Commiffec Management Officer 
Alcohol . Drug Abuse, and 
Mental Health Administra¬ 
tion. 

|FR Doc.77-664 Filed 1-6-77.8:45 ami 


INTERAGENCY COMMITTEE ON FEDERAL 
ACTIVITIES FOR ALCOHOL ABUSE AND 
ALCOHOLISM 

Meeting 

Ibtuaccnct Committee on Federal Aarvi- 
nxs rax Alcohol Abubs and Alcoholism 

Date and time: January 26; 9:00 a m. 

Place: Conference Room **P," Parklawn 
Building, Rockville. Maryland. 

Open meeting. 

Contact: James Vaughan. Parklawn Build¬ 
ing. Room lflC-17, 6600 Fathers Lane. Rock¬ 
ville. Maryland 20667, 301-443-2964 
Purpose: The Interagency Committee on Fed¬ 
eral Activities for Alcohol Abuse and Alco¬ 
holism (1) evaluate* the adequacy and 
technical soundness of all Federal program* 
and activities which relate to alcohol abuse 
and alcoholism and provides for the com¬ 
munication and exchange of information 
necessary to maintain the coordination and 
effectiveness of such programs and activi¬ 
ties, and (2) seeks to coordinate efforts 
undertaken to deal with alcohol abuse and 
alcoholism In earrytng out Federal health, 
welfare, rehabilitation, highway safety, 
law enforcement, and economic opportu¬ 
nity law*. 

Agenda: This meeting will be open to the 
public. The meeting will consist of presen¬ 
tations by working groups of their current 
and proposed activities and a discussion 
concerning future working group activities. 
Attendance by the public will be limited to 
*pa ce available. 

Substantive program information may 
be obtained from the contact person 
listed above. 
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The N1AA Information Officer who will 
furnish summaries of the meeting and a 
roster of Committee members is Mr. 
Harry C. Bell. Associate Director for Pub¬ 
lic Affairs. National Institute on Alcohol 
Abuse and Alcoholism, Room 6C-15, 
Parklawn Building. 5600 Fishers Lane. 
Rockville. Maryland 20657. 301-446-3306. 

Dated: January 3. 1977. 

Carolyn T. Evmns. 
Committee Management Officer 
Alcohol. Drug Abuse, and Men - 
tal Health Administration. 

| fH Doc .77-663 Filed 1 6-77;8:45 urn) 


Office of Education 

NATIONAL ADVISORY COUNCIL ON 

WOMEN’S EDUCATIONAL PROGRAMS 

Public Meetings 

Notice is hereby given, pursuant to 
Public Law 92-463. that the next meet¬ 
ings of the National Advisory Council 
on Women's Educational Programs wUl 
be held from 8:30 a.m. to 12:30 p.m. on 
January 31, from 8:30 a.m. to 5:00 pm. 
on February 1 and from 8:30 a.m. to 
11:00 a.m. on February 2. 1977, in Room 
370 of the New Federal Office Building 
at 915 2nd Avenue. Beattie, Washington, 
ceded by a meeting of the Executive Co 
The meeting of the Council will be pre¬ 
ceded by a meeting of the Executive 
Committee from 3:00 p.m. to 6:00 p.m. 
on January 30. 1977, in Room 351 of the 
Olympic Hotel. Fourth Avenue at Seneca. 
Seattle. Washington. There will also be 
meetings of the Council’s Federal Policy 
and Practices. Legislation and Program 
Committees from 2:00 p.m. to 5:30 p.m. 
on January 31. 1977 at the New Federal 
Office Building. 

The National Advisory Council on 
Women's Educational Programs is estab¬ 
lished pursuant to Public Low 93-380 
section 408(f)(1). The Council is man¬ 
dated to (a) advise the Commissioner 
with respect to general policy matters 
relating to the administration of the 
Women's Educational Equity Act of 
1974: <b> advise and make recommenda¬ 
tions to the Assistant Secretary concern¬ 
ing the improvement of educational 
equity for women; (c) make recommen¬ 
dations to the Commissioner with respect 
to the allocation of any funds pursuant 
to Section 408 of Public Law 93-380, in¬ 
cluding criteria developed to insure an 
appropriate distribution of approved 
programs and projects throughout the 
Nation: <d> make such reports to the 
President and the Congress on the activ¬ 
ities of the Council as it determines ap¬ 
propriate: (e) develop criteria for the 
establishment of program priorities; and 
(t) disseminate information concerning 
its activities under section 408 of Public 
Law 93-380. 

The meetings of the Council and of the 
Committees will be open to the public. 


The agenda for the Council meeting will 
include il> Executive Director's Report: 
<2> discussion of draft regulations for 
the Women's Educational Equity Act: 
<3> discussion of the Council evaluation 
of the WEEA Program: (4) the Council's 
1976 Annual Report: <5> presentations 
by members of the public: (6> commit¬ 
tee reports: and (7) other business. 

The agenda for the Executive Commit¬ 
tee meeting will include preparation of 
the Council meeting. 

The agenda for the Federal Policy and 
Practices Committee meeting will include 
discussion of the Coun cil's r eviews of the 
Education Division of HEW and of the 
Commissioner's Reports on Sexism 

The agenda for the Legislation Com¬ 
mittee meeting will include discussion of 
the FY 1977 regulation for the Women's 
Educational Equity Act Program. 

The agenda for the Program Commit¬ 
tee will include discussion of the Coun¬ 
cil's evaluation of the Women's Educa¬ 
tional Equity Act Program. 

Records will be kept of all Council 
proceedings and will be available for In¬ 
spection at the Council offices at Suite 
821. 1832 M Street. NW.. Washington. 
DC. 

Signed at Washington. D.C. on Jan¬ 
uary 5. 1976. 

Joy R. Simonson. 

Executive Director . 

(PR Doc.77 618 Filed 1-6-77:8:45 am| 


ARTS EDUCATION PROGRAM 

Closing Date for Receipt of Applications 
for Fiscal Year 1977 

Notice Is hereby given that, pursuant 
to the authority contained in section 409 
of the Education Amendments of 1974. 
Pub U 93-380 (20 U.8.C. 1867), applica¬ 
tions are being accepted from State and 
local educational agencies for arts edu¬ 
cation project grants. 

Applications must be received by the 
U.8. Office of Education Application Con¬ 
trol Center on or before March l, 1977. 

A. Applications sent bp mail. An appli¬ 
cation sent by mail should be addressed 
as follows: U.S. Office of Education, Ap¬ 
plication Control Center, Grant and Pro¬ 
curement Management Division. 400 
Maryland Avenue, S.W.. Washington. 
D.C. 20202. Attention: 13.566. An applica¬ 
tion sent by mail will be considered to 
be received on time by the Application 
Control Center if: 

(1) The application was sent by reg¬ 
istered or certified mail not later than 
February 24, 1977 as evidenced by the 
U.S. Postal Service postmark on the 
wrapper or envelope, or on the original 
receipt from the U8. Postal 8ervice; or 

(2) The application is received on or 
before the closing date by either the De¬ 
partment of Health, Education, and Wel¬ 
fare or by the U.S. Office of Education 
mail rooms in Washington. D.C. 


In establishing the date of receipt, the 
Commissioner will rely on the time-date 
stamp of such mall rooms or other doc¬ 
umentary evidence of receipt maintained 
by the Department of Health, Education, 
and Welfare, or the U.8. Office of Edu¬ 
cation. 

B. Hand delivered applications. An ap¬ 
plication to be hand delivered must be 
taken to the U.8. Office of Education 
Application Control Center, Room 5673. 
Regional Office Building Three. 7th and 
D Streets. S.W.. Washington. D.C. Hand 
delivered applications will be accepted 
daily between the hours of 8 :00 a.m. and 
4:00 pjn. Washington, D.C. time except 
Saturday*. Sundays, or Pedcral holidays. 
Applications will not be accepted after 
4:00 p.m. on the closing date. 

C. Application routing. All local edu¬ 
cational agency applicants must furnish 
an Information copy of their application 
to the State educational agency of the 
State within which the applicant is lo¬ 
cated. This information copy must be 
submitted concurrently with the submis¬ 
sion of the application to the U.S. Office 
of Education. The application submitted 
to the U.S. Office of Education must con¬ 
tain a statement that this has been ac¬ 
complished. The State educational agen¬ 
cy. in consultation with the State Alli¬ 
ance for Arts Education Committee, il 
any, has an opportunity to review and 
comment on the application. A State 
educational agency wishing to submit 
advice and comment on an LEA applica¬ 
tion originating within its State may do 
so by forwarding such advice and com¬ 
ment to the Arts and Humanities Staff. 
US. Office of Education. 400 Maryland 
Avenue. 8.W. (Room 421. Reporters 
Building), Washington, D.C. 20202. If 
the State educational agency does not 
send comments on the application to the 
Commissioner within 30 days after re¬ 
ceipt of the copy, it is considered to have 
waived the right to comment (45 CFR 
160g 15). 

D. Application instructions and forms. 
Applications must be prepared and sub¬ 
mitted in accordance with instructions 
and forms which may be obtained from 
the Arts and Humanities Staff, U.S. Office 
of Education, 400 Maryland Avenue. 8.W. 
(Room 421. Reporters Building>. Wash¬ 
ington. DC. 20202. (Telephone: 202-245- 
8912 or 202-245-9097) 

E. Program information. It is expected 
that $750,000 in grants will be awarded to 
State and local educational agencies dur¬ 
ing Fiscal Year 1977. It Is anticipated 
that up to 100 awards will be made and 
that granLs will range from $5,000 to 
$10,000. No funds are reserved for the 
continuation awards, but a current 
grantee may submit an application which 
will be evaluated in competition with all 
other applications. Projects are up to one 
year in duration (45 CFR 160g.4>, 

F. Applicable regulations . The regula¬ 
tions applicable to the Arts Education 
Program are: 
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(1) The Office of Education General 
Provisions Regulations, which were pub¬ 
lished in the Federal Register on No¬ 
vember 6, 1973. at 30653. as amended (45 
CFR Parts 100, 100a. and appendices). 

(2) The regulation for the Arts Educa¬ 
tion Program which was published in the 
Federal Register on April 26, 1976 at 
17390 (45 CFR Part 160g>. 

(20 U3.C. 1667.) 

(Catalog of Federal Do mm tic Assistance 
Number 13.666, Arts Education Program.) 

Dated: December27,1976. 

John W. Evans. 

Acting 

Commissioner of Education . 

I PR Doc.77-662 Filed 1-6-77,8:45 am) 


Food and Drug Administration 
ADVISORY COMMITTEE 
Meeting 

This notice announces a forthcoming 
meeting of a public advisory committee 
of the Food and Drug Administration 
(FDA). This notice also sets forth a sum¬ 
mary of the procedures governing com¬ 
mittee meetings and methods by which 
Interested persons may participate in 
open public hearings conducted by the 
committee and is issued under section 
10(a) (1) and (2) of the Federal Ad¬ 
visory Committee Act (Pub. L. 92-463, 86 
Stat. 770-776 (5 U.S.C. App. I)). and the 
FDA regulations, 21 CFR Part 2. Subpart 
D. relating to advisory committees. The 
following advisory committee meeting is 
announced: 


CVmunJtUo oouk Date, lime, atvl plant Type «f gwotinf and contact peraon 



General /unction of the committee. 
Reviews and evaluates available data 
conoeming the safety and effectiveness 
of devices currently in use and makes 
recommendations for their regulation. 

Agenda—Open public hearing . Inter¬ 
ested parties are encouraged to present 
information pertinent to devices to be 
classified at this meeting to the executive 
secretary. Submission of data relative to 
tentative classification findings is also 
invited. Those desiring to make formal 
presentations should notify the executive 
Kccretary by January 14, 1977, and sub¬ 
mit a brief statement of the general 
nature of the evidence or arguments they 
wish to present, the names and addresses 
of proposed participants, references to 
any data to be relied on, and also an 
Indication of the approximate time re¬ 
quired to make their comments. 

Open committee discussion . Comple¬ 
tion and review* * of supplementary clas¬ 
sification data sheets for middle ear im¬ 
plants, esophageal implants, nasal im¬ 
plants, laryngeal Implants, facial im¬ 
plants, and ENT prosthetic materials, 
which Include the following devices: 
Middle ear Implants: Tubes for aeration 
and/or drainage of the middle ear. mid¬ 
dle earmold (Teflon TM, Silastic TM. 
Supramid TM), ossicular replacement- 
incus and stapes with normal malleus, 
total ossicular replacement-sacculotomy 
tacks (Cody Tacks), and endolymphatic 

*hunt tubes; esophageal implants; 
Esophageal stent and esophageal pros¬ 
thesis: nasal implants: Columella- 
nasal struts and septal Implants and tef¬ 
lon paste (for both nasopharyngeal and 
laryngeal applications); laryngeal im¬ 
plants: Laryngeal stent and laryngeal 
prosthesis; facial implants: Facial pros¬ 
thesis—immobile implants (maxillofa¬ 
cial. crainofaclal, and external otologic), 
and facial prosthesis—mobile Implants 
•mandibular); prosthetic implant mate¬ 
rials: Natural polymers (Oelfoam TM. 
Oelftlm TM >, synthetic poly mers (Plosti- 


Pore TM, Teflon TM. Silastic TM, poly¬ 
ethylene, polymethylmethacrylate. Da¬ 
cron TM, and polyurethane); other 
prosthetic implant materials; Compos¬ 
ite synthetic polymers (proplast TM) 
and metal materials (stainless steel, sil¬ 
ver. tantalum, platinum, ritalitum, ti¬ 
tanium) ; miscellaneous ENT devices and 
implants. Tracheostomy tubes and 
tracheostomy tube cuffs, sutures—ab¬ 
sorbable (gut, collagen, and some syn¬ 
thetic polymers), sutures—nonabsorb¬ 
able (cotton, silk, nylon, linen, mersllene 
TM, polypropylene, stainless steel, and 
ethlbond TM). 

As time is available, the panel will 
also complete supplementary data sheets 
for the following devices: Hearing eval¬ 
uation equipment: acoustic chambers, 
air conduction transducers, bone conduc¬ 
tion transducers, hearing trumpets, me¬ 
chanical noise generators, sisl adapters, 
timing forks, hearing aid measurement 
systems, and hearing protective devices; 
physiological evaluation equipment: gus- 
tometers. nasomanometers, toynbee diag¬ 
nostic tubes, and transUluminators; 
multiple function ENT equipment: Cus¬ 
pidors, powered ENT examiningAreat- 
ment chairs, ENT examining/treatment 
tables. ENT treatment units, and oral 
lavage units; ENT prosthetic devices 
(nonimplantable) and instruments: 
Otoplasty prosthesis, rhinoplasty pros¬ 
thesis, cutting blocks, gelfoam punch; 
ossicular finger vise, piston cutting Jigs, 
wire bending die. wire closure forceps, 
wire crimpers, and wire cutting scissors. 

FDA public advisory committee meet¬ 
ings may have as many as four separable 
portions: (1) An open public hearing. (2) 
an open committee discussion. (3) a 
closed presentation of data, and ( 4 ) a 
closed committee deliberation. Every ad¬ 
visory committee meeting shall have an 
open public hearing portion. Whether or 
not It also includes any of the other three 
portions will depend upon the specific 
meeting involved. There are no closed 


I5J7 

portions for the meetings announced in 
this notice. The dates and times reserved 
for the open portions of each committee 
meeting are listed above. 

The open public hearing portion of 
each meeting shall be at least 1 hour 
long unless public participation does not 
last that long. It is emphasized, however, 
that the 1 hour time limit for an open 
public hearing represents a minimum 
rather than a maximum time for public 
participation, and an open public hear¬ 
ing may last for whatever longer period 
the committee chairman determines will 
facilitate the committee's work. 

Meetings of advisory committees shall 
be conducted. Insofar as Is practical, in 
accordance with the agenda published in 
this Federal Register notice. Changes 
in the agenda will be announced at the 
beginning of the open portion of a meet¬ 
ing. 

Any Interested person who wishes to be 
assured of the right to moke an oral pre¬ 
sentation at the open public hearing por¬ 
tion of a meeting shall inform the con¬ 
tact person listed above, either orally or 
in writing, prior to the meeting. Any per¬ 
son attending the hearing who does not 
in advance of the meeting request an op¬ 
portunity to speak will be allowed to 
make an oral presentation at the hear¬ 
ing's conclusion. If time permits, at the 
chairman’s discretion. 

Persons interested in specific agenda 
items to be discussed in open session may 
ascertain from the contact person the 
approximate time of discussion. 

A list of committee members and sum¬ 
mary minutes of meetings may be ob¬ 
tained from the Public Records and 
Documents Center (HFC-18). 5600 

Fishers Lane. Rockville, MD 20857. be¬ 
tween the hours of 9 am. and 4 pm.. 
Monday through Friday. The FDA reg¬ 
ulations relating to public advisory com¬ 
mittees may be found in 21 CFR Part 2. 
Subpart D, published in the Federal 
Register of November 26. 1976 <41 FR 
52148). 

The Commissioner approves the sched¬ 
uling of meetings at location outside of 
the Washington. DC. area on the bosLs 
of the criteria of $ 2.307 (21 CFR 2.307) 
of FDA’s regulations relating to public 
advisory committees. 

Dated: December 30,1976. 

William F. Randolph, 

Acting Associate 
Commissioner for Compliance. 

|FR Doc 77-421 Filed l-6~77;8:46 am| 


(Docket No 76N-0458; DEIST 11836| 

IMIPRAMINE HYDROCHLORIDE 

Drugs for Human Use; Drug Efficacy Study 
Implementation; Followup Notice and 
Opportunity for Hearing 

The Food and Drug Administration is 
offering an opportunity for a hearing on 
indications previously reclassified from 
possibly effective to lacking substantial 
evidence of effectiveness for imipramine 
hydrochloride and announcing the con¬ 
ditions under which the drug products 
may be marketed on the basis of ap- 
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proved abbreviated new drug applica¬ 
tions. Persons who wish to request a 
hearing may do so on or before Febru¬ 
ary 7, 1977. 

In a notice <DESI 11836; Docket No. 
FDC-D-219 (now Docket No. 76N-0458) ) 
published in the Fed mux. Register of 
August 26. 1970 (35 FR 13608). the Food 
and Drug Administration announced its 
conclusions that the drug products de¬ 
scribed below are effective, possibly effec¬ 
tive, and lacking substantial evidence of 
effectiveness for their various labeled In¬ 
dications. The notice offered opportunity 
for hearing on the Indications that, at 
that time, lacked substantial evidence of 
effectiveness. No one requested a hearing. 

A followup notice published in the Fed¬ 
eral Register of September 20. 1972 <37 
FR 19390). reclassified the possibly ef¬ 
fective indications to lacking substantial 
evidence of effectiveness. An opportunity 
for a hearing was not offered at that 
time for those indications, but is now 
offered In the notice below. The holder of 
the new drug applications has deleted all 
less-than-effeettve indications from the 
labeling. 

NDA 11-836: Tofranil Tablets, and 
NDA 11638: TOfranll AmpuU. each con¬ 
taining Imlpramlne hydrochloride*. Oetgy 
Pharmaceutical* Division of Clba-Oelgy 
Corp . Saw Mill FUU Aidalcy. NT 10602. 

Other drugs Included In the above no¬ 
tices are not affected by this notice. 

Accordingly, the notice of August 26. 
1970 is amended to read as follows in¬ 
sofar as it pertains to the products 
named above. 

Such drugs arc regarded as new drugs 
(21 U.S.C. 321 (p)). Supplemental new 
drug applications arc required to revise 
the labeling in and to update previously 
approved applications providing for such 
drugs. An approved new drug applica¬ 
tion Is a requirement for marketing such 
drug products. 

In addition to the holder of the new 
drug applications specifically named 
above, this notice applies to all persons 
who manufacture or distribute a drug 
product, not the subject of an approved 
new drug application, that is Identical, 
related, or similar to a drug product 
named above, as defined in 21 CFR 310.6. 
It is the responsibility of every drug man¬ 
ufacturer or distributor to review this 
notice to determine whether it covers any 
drug product he manufactures or dis¬ 
tributes. Any person may request an 
opinion of the applicability of this notice 
to a specific drug product he manufac¬ 
tures or distributes that may be identi¬ 
cal. related, or similar to a drug prod¬ 
uct named in this notice by writing to 
the Food and Drug Administration. Bu¬ 
reau of Drugs, Division of Drug Label¬ 
ing Compliance (HFD-310), 5600 Fish¬ 
ers Lane, Rockville, MD 20852. 

A. Effectiveness classification , The 
Food and Drug Administration has re¬ 
viewed all available evidence and con¬ 
cludes that the drug products are effec¬ 
tive for the indication stated in the la¬ 
beling conditions below. The drug prod¬ 
ucts now lack substantial evidence of 
effectiveness for the indications reclassi¬ 


fied from possibly effective to lacking 
substantial evidence of effectiveness in 
the September 20. 1972 notice. 

13. Conditions for approval and mar - 
Jetting. The Food and Drug Administra¬ 
tion Is prepared to approve abbreviated 
new drug applications and abbreviated 
supplements to previously approved new 
drug applications. 

1. Form of drug. The drug products are 
in tablet form suitable for oral admin¬ 
istration or in sterile aqueous solution 
form suitable for parenteral adminis¬ 
tration. 

2. Labeling conditions, a. The label 
bears the statement. "Caution: Federal 
law prohibits dispensing without pre¬ 
scription." 

b. The drugs are labeled to comply 
with all requirements of the act and reg¬ 
ulations. and the labeling bears adequate 
information for safe and effective use of 
the drug. Any indication other than that 
stated below must be supported by clin¬ 
ical evidence providing substantial evi¬ 
dence of effectiveness and submitted in 
a full new drug application except that 
manufacturing control information sub¬ 
mitted should be that required under 21 
CFR 314.1(f). The Indication is as fol¬ 
lows: 

For the relief of symptoms of depres¬ 
sion. Endogenous depression is more 
likely to be alleviated than other de¬ 
pressive states. 

3. Marketing status, a. Marketing of 
such drug products that are now the sub¬ 
ject of an approved or effective new drug 
application may be continued provided 
that the holder of the application submits 
the following, if he has not previously 
done so, on or before March 8. 1977: (i) 
a supplement for revised labeling as 
needed to be in accord with the labeling 
conditions described in lids notice, and 
complete container labeling if current 
container labeling has not been sub¬ 
mitted. and <ii) a supplement to provide 
updating information with respect to 
items 6 (components). 7 (composition), 
and 8 (methods, facilities, and controls) 
of new drug application form FD-356H 
(21 CFR 314.1(c) to the extent required 
in abbreviated new drug applications (21 
CFR 314.1(f)>. 

b. Approval of an abbreviated new drug 
application (21 CFR 314.IU)). must be 
obtained prior to marketing such prod¬ 
uct. The applications shal l con tain the 
information specified in 21 CFR 314.1 (f), 
and for imipramine hydrochloride oral 
dosage forms, shall Include data of the 
kind required for this drug at the time 
of submission of the application to show 
that it is biologically available in the 
formulation proposed for marketing. 
Marketing prior to approval of a new 
drug application will subject such prod¬ 
ucts. and tliose persons who caused the 
products to be marketed, to regulatory 
action. 

C. Sotice of opportunity for hearing . 
On the basis of ail the data and informa¬ 
tion available to him. the Director of the 
Bureau of Drugs is unaware of any ade¬ 
quate and well-controlled clinical inves¬ 
tigation, conducted by experts qualified 


by scientific training and experience, 
meeting the requirements of section 505 
of the Federal Food. Drug, and Cosmetic 
Act (21 UB.C. 355) and 21 CFR 314.111 
(a) (5). demonstrating the effectiveness 
of the drug(s) for the indication(s) 
lacking substantial evidence of effective¬ 
ness referred to in paragraph A. of this 
notice. 

Notice Is given to the holder(s) of the 
new drug application<s>. and to all other 
interested persons, that the Director of 
the Bureau of Drugs proposes to issue an 
order under section 505(e) of the Fed¬ 
eral Food. Drug, and Cosmetic Act (21 
UJS.C. 355‘e>>. withdrawing approval of 
the new drug application(s) and all 
amendments and supplements thereto 
providing for the indication (s) lacking 
substantial evidence of effectiveness re¬ 
ferred to in paragraph A. of this notice 
on the ground that new information be¬ 
fore him with respect to the drug prod¬ 
uct^), evaluated together with the evi¬ 
dence available to him at the time of 
approval of the applJcation(s). show’s 
there is a lack of substantial evidence 
that the drug product(s) will have all the 
effects It purports or is represented to 
have under the conditions of use pre¬ 
scribed. recommended, or suggested in 
the labeling. An order withdrawing ap¬ 
proval will not issue with respect to any 
applicationfs) supplemented, in accord 
with this notice, to delete the claim (s) 
lacking substantial evidence of effective¬ 
ness. 

In addition to the ground for the pro¬ 
posed withdrawal of approval stated 
above, this notice of opportunity for 
hearing encompasses all issues relating 
to the legal status of the drug products 
subject to it (including identical, re¬ 
lated. or similar drug products as de¬ 
fined in 21 CFR 310.6). eir. any conten¬ 
tion that any such product Is not a new 
drug because it is generally recognised 
as safe and effective within the meaning 
of section 201 (p) of the act or because 
it is exempt from part or all of the new 
drug provisions of the act pursuant to 
the exemption for products marketed 
prior to June 25. 1938. contained in sec¬ 
tion 201 (p) of the act, or pursuant to 
section 107<c) of the Drug Amendments 
of 1962; or for any other reason. 

In accordance with the provisions of 
section 505 of the act (21 U.S.C. 355) 
and the regulations promulgated there¬ 
under <21 CFR Parts 310, 314), the ap¬ 
plicant is) and all oilier persons who 
manufacture or distribute a drug prod¬ 
uct which is identical, related, or similar 
to a drug product named above (21 
CFR 310.6), are hereby given an op¬ 
portunity for a healing to show' why 
approval of the new drug application is) 
providing for the claim (s) Involved 
should not be withdrawn and an op¬ 
portunity to raise, for administrative de¬ 
termination, all Issues relating to the 
legal status of a drug product named 
above and all identical, related, or simi¬ 
lar drug products. 

If an applicant or any person sub- 
Ject to this notice pursuant to 21 CFR 
310.6 elects to avail himself of the op- 
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port unity lor a hearing, he shall file (1) 
on or before February 7, 1977, a written 
notice of appearance and request for 
hearing, and (2) on or before March 8, 
1977, the data. Information, and analy¬ 
ses on which he relies to Justify a hear¬ 
ing, as specified in 21 CFR 314.200. Any 
other interested person may also submit 
comments on this proposal to withdraw 
approval. The procedures and require¬ 
ments governing this notice of opportu¬ 
nity for hearing, a notice of appearance 
and request for hearing, a submission of 
data. Information, and analyses to Justi¬ 
fy a hearing, other comments, and a 
grant or denial of hearing, are con¬ 
tained in 21 CFR 314.200. 

The failure of an applicant or any 
other person subject to this notice pur¬ 
suant to 21 CFR 310.6 to file timely writ¬ 
ten appearance and request for hearing 
as required by 21 CFR 314.200 consti¬ 
tutes an election by such person not to 
avail himself of the opportunity for a 
hearing concerning the action proposed 
with respect to such drug product and 
a waiver of any contentions concerning 
the legal status of such drug product. 
Any such drug product labeled for the 
indication's) lacking substantial evi¬ 
dence of effectiveness referred to in par¬ 
agraph A. of this notice may not there¬ 
after lawfully be marketed, and the Food 
and Drug Administration will Initiate 
appropriate regulatory action to remove 
such drug products from the market. 
Any new drug product marketed with¬ 
out an approved NDA is subject to regu¬ 
latory action at any time. 

A request for a hearing may not rest 
upon mere allegations or denials, but 
must set forth specific facts showing that 
there is o genuine and substantial issue of 
fact that requires a hearing. If it con¬ 
clusively appears from the face of the 
data, information, and factual analyses 
in the request for the hearing that there 
is no genuine and substantial issue of 
fact which precludes the withdrawal of 
approval of the application, or when a 
request for hearing Is not made in the 
required format or with the required 
analyses, the Commissioner will enter 
nummary Judgment against the person (s) 
who requests the hearing, making find¬ 
ings and conclusions, denying a hearing. 

All submissions pursuant to this notice 
of opportunity for hearing shall be filed 
in quintuplicate. Such submissions, ex¬ 
cept for data and information prohibited 
from public disclosure pursuant to 21 
U.S.C. 331 (J) or 18 U.8.C 1905. may be 
seen in the office of the Hearing Clerk 
'address given below) during working 
hours, Monday through Friday. 

Communications forwarded in response 
to this notice should be Identified with 
the reference number DE8I 11836. di¬ 
rected to the attention of the appropriate 
office named below, and addressed to the 
Food and Drug Administration. 5600 
Fishers Lane. Rockville, MD 20857. 

Supplements (identify with NDA number): 
Division of Neurophsrmocologlca] Drug 
Products (HPD-120). Urn 10B-34. Bureau of 
Drugs. 

Original abbreviated new drug applications 
(Identify as such): Division of Oenertc Drug 
Monographs (HFD 530), Bureau of Drugs. 


Request for Hearing (Identify with Docket 
number appearing in the heading of this 
notice): Hearing Clerk. Food and Drug Ad¬ 
ministration (HFC-20), Rm 4-66. 

Requests for the report of the National 
Academy of Sdcnces-NatlonaJ Research 
Council: Public Records and Document Cen¬ 
ter (HFC-18). Rm 4-62. 

Other communications regarding this no¬ 
tice: Drug Efficacy Study Implementation 
Project Manager (HFD-601), Bureau of 
Drug*. 

This notice is issued under the Federal 
Food. Drug, and Cosmetic Act (secs. 502, 
505, 52 Stat. 1050-1053, ns amended (21 
Uj 8.C. 352, 355 >) and under the authority 
delegated to the Director of the Bureau 
of Drugs (21 CFR 5.31) (rccodiflcation 
published in the Federal Register of 
June 15, 1976 (41 FR 242620. 

Dated: December 20,1976, 

J. Richard Croct. 

Director . Bureau of Drugs. 

|PR Doc.77-323 Filed 1-6 77.8:45 am] 


INADA 12-624 V) 

MIDICEL ACETYL SUSPENSION 

Withdrawal of Approval of New Animal 
Drug Application 

The Food and Drug Administration is 
withdrawing approval of a new animal 
drug application (NADA) for Midlcel 
Acetyl Suspension. Veterinary: effective 
January 7, 1977. 

Published elsewhere in this issue of the 
Federal Register is the revocation of 
f 520.2301 Acetyl sulfamcthoxypyridazlne 
oral suspension (21 CFR 520.2301). which 
provided for use of the product as ap¬ 
proved in NADA 12-824V. 

Parke. Davis & Co., Detroit. MI 48232 is 
the holder of NADA 12-824V. which pro¬ 
vides for the use of Midicel Acetyl Sus¬ 
pension. Veterinary, for the treatment of 
sulfa-susceptible bacterial infections in 
dogs and cats. 

On July 27. 1976, the applicant noti¬ 
fied the agency that it ceased marketing 
the drug os of November 1975 and had no 
plans to market the drug In the future. 
On this basis it requested that the agency 
withdraw approval of the NADA and ac¬ 
cordingly waived an opportunity for 
hearing. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (sec. 512<e), 82 
Slat 345-347 (21 U.8.C. 360b(e)) and 
pursuant to authority delegated to the 
Commissioner of Food and Drugs (21 
CFR 5.1) and redelcgated to the Director 
of Veterinary Medicine (21 CFR 5.29) 
(recodification published in the Federal 
Register of June 15.1976 (41 FR 24262)). 
the following notice is Issued: 

In accordance with | 514.115 (21 CFR 
514.115), approval of NADA 12-824V and 
all supplements and amendments thereto 
is hereby withdraw n. effective January 7, 
1977. 

Dated: December 28, 1976. 

w FRed J. Kikgma. 

Acting Director , 
Bureau of Veterinary Medicine. 

|FR Doc 77-635 Filed 1-6-77:8:48 Am] 


(Docket No. 76N 0467) 

SAFETY OF CERTAIN FOOD INGREDIENTS 
Opportunity for Public Hearing 

The Rxxi and Drug Administration is 
announcing an opportunity for public 
hearing on the safety of certain food 
ingredients to determine if they are gen¬ 
erally recognized as safe (GRAS) or sub¬ 
ject to a prior sanction. Requests to make 
oral presentations at the public hearing 
must be postmarked on or before Febru¬ 
ary 7. 1977. 

The Commissioner of Food and Drugs 
issued, in the Federal Register of 
July 26, 1973 (38 FR 20053), a notice 
advising the public that an opportunity 
would be provided for oral presentation 
of data, information, and views at pub¬ 
lic hearings to be conducted by the Select 
Committee on GRAS Substances of the 
Life Sciences Research Office, Federation 
of American Societies for Experimental 
Biology (hereinafter reform! to as the 
Select Committee), about the safety of 
ingredients used In food to determine 
if they are generally recognized os safe 
(GRAS* or subject to a prior sanction. 

The Commissioner now gives notice 
that the Select Committee is prepared to 
conduct a public hearing on the follow¬ 
ing categories of food ingredients: Gly¬ 
cerophosphates (calcium, magnesium, 
manganese, potassium); magnesium salts 
(carbonate, chloride, hydroxide, oxide, 
phosphate (di-and tribasic), stearate, 
sulfate); hydroxides (potassium, so¬ 
dium* : sulflting agents (potassium bisul¬ 
fite. potassium metabhrulfite, sodium 
bisulfite, sodium metabisulfite, sodium 
sulfite, sulfur dioxide). The public hear¬ 
ing will provide an opportunity, before 
the Select Committee reaches its final 
conclusions, for any Interested person's) 
to present scientific data, information, 
and views on the safety of these sub¬ 
stances. in addition to those previously 
submitted in writing pursuant to notices 
published in the Federal Register of 
July 26. 1973 (38 FR 20051, 20053) and 
April 17. 1974 (39 FR 13796,13798). 

The Select Committee has reviewed all 
the available data and information on 
the categories of food Ingredients listed 
above and has reached one of the five 
following tentative conclusions on the 
status of each: 

1. There is no evidence in the avail¬ 
able information that demonstrates or 
suggest* reasonable grounds to suspect a 
hazard to the public when It is used at 
levels that are now current or that might 
reasonably be expected in the future 

2. There Ls no evidence hi the avail¬ 
able information that demonstrates or 
suggests reasonable grounds to suspect a 
hazard to the public when it is used at 
levels that are now' current and in the 
manner now practiced. However, it Is 
not possible to determine, without addi¬ 
tional data, whether a significant in¬ 
crease In consumption would constitute 
a dietary hazard. 

3. Although no evidence in the avail¬ 
able Information demonstrates a hazard 
to the public when it is used at levels 
that are now current and in the manner 
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now practiced, uncertainties exist requir¬ 
ing that additional studies be conducted, 
(This conclusion has not been reached 
for any of the substances discussed in 
this notice.) 

4. The evidence is insufficient to deter¬ 
mine that the adverse effects reported are 
not deleterious to the public health when 


it is used at levels that are now current 
and in the manner now practiced, (This 
conclusion has not been reached for any 
of the substances discussed in this no¬ 
tice.) 

5. The information available Is not 
sufficient to make a tentative conclu¬ 
sion. (This conclusion has not been 


reached for any of the substances dis¬ 
cussed in this notice,) 

The following table lists each ingredi¬ 
ent. the Select Committee’s tentative 
conclusion (keyed to the five types of 
conclusions listed above), and the avail¬ 
able information on which the Select 
Committee reached its conclusions. 


SuUtunca 


8r1«nUflo 
literature rev lew 


Order No. 


Cos! 


Animal study report 
order No. end cost 


Other IxifcjuualUm 


QljrctroplMwphaiee._1*B 22S-SM/AS IX 7* Non®----- 

CxJclum *Jye*rot>hoeph®u- I 

Cfektni tl y oerophoephelo 1 

(used In toodp*rJkagtng 
ineurhli). 

Magnnxlnm flyryTootjmphnln 1 

(used tn food-packaging nekU- 

rtale). 

"_L PB-238rWA8 15.50 MuUgvolc ovahwUwii (U«r 1) of met- 

Murntflan citftimtte. I neiruro wld« ^ pnnrrr 

Dfminniiini rhlmrlitr I (71-77) by UUm Blaoetfre, Inc^, 

Mngnraitmi otMfts...*.-— * 44A8, US). 

MtgmAin ph<xphntf t d fb as k* . I 

Mngnrdum phoepheto, Irk 1 

Mil . 

Msgnrarimn stmrate. 

Mm hi dn in nlld>. _ . .I 

nydraddm....__PB-214-S09/A8 IX 73 Saar. ..—.- 

PoUuMlam hydroxide.~ 

Sodium hyttrendd*.. 1 

Sodium brdrocide (uml In I 

food mctarlitt nuUrteli). ..... 

ftulfttlft* Wimti. . _FR-n-217 $A 00 MuUg*pfc evaluation (Iter IWdoUs- 

3 dam u»Uli4eiWti (71-21) by Litton 

Pourtum a>MAl>touttU - * SV^iK'«"^7.r DA * 0O, " c * 

Sodfuai bieulflte_ 3 (PB-245-4S5/A8,1X75). 

Sodium meinb4euUkln_ 3 Temtolnfte rvaltmttoo of |v**>rt|un! 

Sodium eulflLe.. 3 tnrtebkilnu (7I-M> *7 food T 1 * 3 

Sulfur dloiJif* 3 Drug Kmmrcb Lnbe. Inc., under 

. FI ^ wtnct (PB 245 533 AS. 

•X73). 

MuUcenle evaluation (HoeMuadlatod. 
dominant and rytoyenetlc) of 
■odium bhuKSte (71-»> by UtUm 
lUooeilea, Inc., under FDA coo* 
tract (PB-34S-4WA8, ».3J). 

Teratologic evaluation of ■odium bl- 

fcuMte (71-30$ by Food arul Drug 
Reward) Lalw.. Inc., tnw!»r FDA 
contract (PH-23l-ftR H.7S). 

Mutanooio evaluation iliost-tactlUtlrd, 
dominant MhaJ and Oytoganetlc) of 
■o-ltom m«Cabtsulflt« <71-27) by 
.Stanford RrowtrvJi In*tllut*. under 
FDA contract (PB-Sl-KB, *545). 

Ttfatolocfe evaluation of sodium 
mctaUaulAle (71 -A!) t»y Food and 
Drug Reamreo Lads.. Inc,, under 
FDA contract (FB-J21-705, *3.73). 

Mutagenic evaluation (liar 1> of so¬ 
dium aulflta (75*43) by Utlon Bio* 
natlra, Inc., un<W FDA contract 
( P B-3tk-4W/Ai$. 19.75). 


a. Human Intake data taken from •• A Comprehendv* 
Survey of Indurtry on the Vm id Fowl Chemicals 
Generally IDoognUod a* Safe (GRAB), available 
from the National Technical Information Service. 
PB No*. 2LM-V21 Ummah Bl-WX 
bw Lvtlar dated Nov. 30* 1974. from N. O. Bark*. The 
Del mark Co., lac.. Minneapolis, MS. 


a. Human Intake data taken than "A Comprehensive 

Survey of Industry on the Cm of Food ClmmksiJs 
UeuaraUy RscmtMsetl aa Balt (ORAS).’’ avaUahU 
from the National Technical Information Service, PB 
Noa 2.T-021 through 221 -WO. _ „ f% , 

b. Letter dated June 22, 1061. from F. A. Camldy. FDA. 
0. Letter dated Apr, It, I3C2, from M. R. Bh phcns, FDA. 


a. Human Intake data taken from -A Cum gjibaqMv e 
Survey of Indurtry on the Um of Food Cbemlcali 
Generally Recognised aa Sals (O RA8>." ovaltohle 
from the National Technics! Information Sendee. PB 
Not. m-gn through 231-WR _ . . 

a. Human Intake data taken from “A ComprohauMva 

Furvsy af Industry on the Use of Food Cbsmlmls 
Generally Recognised as 80s (ORA81." available 
from Um National Tscbofoal Information Service. PB 
Nos. 311-031 through 221-04U. 

b. letter «laird Jane II. IVTn. from D. F. Dodgen. WAS. 

C. * 4 Investigation of the taste and teratogenic aflecta of 

GRAB substances to the developing chick ambry*: 
potamtam mtUblsulfUe.’' 8L. Louis Unlverdiy School 
of Medlnliw. _ _ . .. 

d. "Sodium bisulfite; Toxicity and UratM«nk>ty rtudWa 
tn avian embryos." submitted to FDA by Uulvecslty 
of Arisons. 

a. -Evaluation of chemicals tor toxic and tcnUagvulo 
effects using the chick embryo a» the test 
Bodtura uirtabimlfltp." submitted to FDA by WA RF 


L "InvmUgatlous of the toxin and teratogenic cflecU of 
ORABsuhstancos to the developing cnlckon embryo: 
sodium sulfite/* FDA tndumse lovesUgatlon. 


Reports in the table with M PB M prefixes 
may be obtained from the National 
Technical Information Service, U.S De¬ 
partment of Commerce, 5285 Port Royal 
Rd.. Springfield. VA 22151. 

In addition to the information con¬ 
tained in the documents listed in the 
table above, the Select Committee sup¬ 
plemented. where appropriate, its reviews 
with specific information from special¬ 
ized sources, as announced in a previous 
hearing opportunity notice published in 
the Federal Register of September 23. 
1974 (39 FR 34318). 

The Select Committee's tentative re¬ 
ports on <i) glycerophosphates (calcium, 
magnesium, manganese, potassium), (3) 
magnesium salts (carbonate, chloride, 
hydroxide, oxide, phosphate (dl- and tri- 
baaic), stearate, sulfate), (3) hydroxides 
(potassium, sodium), and (4) sulfitlng 
agents (potassium bisulfite, potassium 
metabtsuinte, sodium bisulfite, sodium 


metablsulfite. sodium sulfite, sulfur di¬ 
oxide) are available for review in the 
office of the Hearing Clerk. Food and 
Drug Administration, Rm, 4-85. 5600 
Fishers Lane. Rockville. MD 20857. and 
also at the Public Information Office, 
Food and Drug Administration, Rm, 3807, 
200 *C" Bt. SW.. Washington, DC 20204. 
In addition, all reports and documents 
used by the Select committee to review 
the ingredients are available for review 
in the office of the Hearing Clerk. 

To schedule the public hearing, the 
Select Committee must be informed of 
the number of persons who wish to at¬ 
tend and the length of time requested to 
give their views. Accordingly, any inter¬ 
ested person who wishes to appear at the 
public hearing to make an oral presenta¬ 
tion shall so inform the Select Commit¬ 
tee in wTiting, addressed to: the Select 
Committee on GRA8 Substances. Life 
Sciences Research Office, Federation of 


American Societies for Experimental 
Biology, 9850 Rockville Pike, Bethesda. 
MD 20014. A copy of each such request 
shall be sent to the Hearing Clerk, ad¬ 
dress noted above, and all such requests 
shall be placed on public display in tliat 
office. Any such request must be post¬ 
marked on or before February 7. 1977, 
and shall state the substances (a) on 
which an opportunity to present oral 
views is requested, and shall state how 
much time is requested for the presenta¬ 
tion. As soon as possible thereafter, a 
notice announcing the date, time, place, 
and scheduled presentations for any pub¬ 
lic hearing that may be requested will be 
published in the Federal Register. 

The purpose of the public hearing is to 
receive data, information, and views not 
previously available to the Select Com¬ 
mittee about the substances listed above. 
Information already contained In the 
scientific literature reviews and in the 
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tentative Select Committee report shall 
not be duplicated, although views on the 
interpretation of this material may be 
presented. 

Depending on the number of requests 
for opportunity to make oral presenta¬ 
tions, the Select Committee may reduce 
the time requested for any presentation. 
Due to time limitations. Individuals and 
organizations with common interests are 
urged to consolidate their presentations. 
Any interested person may. in lieu of an 
oral presentation, submit written views, 
which shall be considered by the Select 
Committee. Three copies of such written 
views shall be addressed to the Select 
Committee at the address noted above, 
and must be postmarked not later than 
10 days before the scheduled date of the 


DEPARTMENT OF HOUSING AND 
URBAN DEVELOPMENT 

Federal Disaster Assistance Administration 
(Docket No. NTD-3831 
NOTICE OF EMERGENCY DECLARATION 

Amendment and Republishing of 
Amendments 

On December 15,1076. the Prescient di¬ 
rected the Secretary of Agriculture and 
the Administrator of the Federal Disaster 
Assistance Administration to cooperate 
in providing emergency livestock feed as¬ 
sistance in several States which have 
been declared emergency areas because 
of drought On December 16. 1976, I 
designated certain counties in the States 
of Minnesota. Wisconsin. South Dakota, 
and North Dakota eligible for emergency 
livestock feed assistance. Notice of these 
designations appeared in the Federal 
Recistk* on December 27. 1976 (41 FR 
56240). 


hearing. A copy of any written views 
shall be sent to the Hearing Clerk. Food 
and Drug Administration, and shall be 
placed on public display In that office. 

A public hearing will be presided over 
by a member of the Select Committee. 
Hearings will be transcribed by a report¬ 
ing service, and a transcript of each 
hearing may be purchased directly from 
the reporting service and will also be 
placed on public display in the office of 
the Hearing Clerk, Food and Drug 
Administration. 

Dated: December 30. 1976. 

William F. Randolph. 

Acting Associate Commissioner 
for Compliance . 

|FR Doc.77-422 Piled 1-0-77;8:45 ami 


The Agricultural Stabilization and 
Conservation Service of the Department 
of Agriculture lias notified us that an 
additional 24 counties In these four states 
should have been included among the 
counties in the original designation. Nine 
of these 24 counties were designated 
eligible for assistance effective December 
27, 1976. As a result. I am amending the 
December 16. 1976, designations to in¬ 
clude these 24 counties and am repub- 
lishng the notices for convenience. 

Accordingly, the notices dated Decem¬ 
ber 16, 1976. and December 27. 1976. are 
rescinded and replaced by the following: 

(FDAA 30I3 EM) 

MINNESOTA 

Amendment to Notice of Emergency 
Declaration 

Notice of emergency for the State of 
Minnesota, dated June 17. 1976, and 
amended on June 28. 1976. August 27, 
1976. and on Novemer 9, 1976, Is hereby 


further amended to include the following 
counties among those counties deter¬ 
mined to have been adversely affected by 
the catastrophe declared an emergency 
by the President in his declaration of 
June 17.1976: 

The counties of : 


Aitkin 

Lac qul Parle 

Becker 

Lincoln 

Beltrami 

Lyon 

Benton 

Morrison 

Big Stone 

Otter Tail 

Brown 

Pop© 

Cart Ion 

Redwood 

Casa 

Stearns 

Chippewa 

Steve na 

Chisago 

Swift 

Clearwater 

Todd 

Crow Wing 

Travers© 

Douglas 

Wadena 

Hubbard 

Isanti 

Yellow Medicine 


(FDAA 3014-EM) 

WISCONSIN 

Amendment to Notice of Emergency 
Declaration 

Notice of emergency for the State of 
Wisconsin, dated June 17. 1976. and 
amended on July 29. 1976, September 7, 
1976, and on September 30, 1976. Is 
hereby further amended to include the 
following counties among those counties 
determned to have been adversely af¬ 
fected by the catastrophe declared an 
emergency by the President in his de¬ 
claration of June 17. 1976: 

The counties of: 


Ashland 

Marathon 

Bayfield 

Oneida 

Burnett 

Price 

Clark 

Rusk 

Douglas 

Sawyer 

FI or one© 

Shawano 

Forest 

Taylor 

Iron 

Washburn 

Langlade 

Waushara 

Lincoln 

Wood 


(PDAA3015-EM) 

SOUTH DAKOTA 

Amendment to Notice of Emergency 
Declaration 

Notice of emergency for the State of 
South Dakota dated June 17. 1976, and 
amended on July 8.1976. and October 18. 
1976, is hereby further amended to In¬ 
clude the following counties among those 
counties determined to have been ad¬ 
versely affected by the catastrophe de¬ 
clared an emergency by the President in 
his declaration of June 17,1976: 

The counties of: 


Aurora 

Faulk 

Beadle 

Grant 

Brookings 

Oregory 

Brown 

Hamlin 

Brule 

Hand 

BuiTalo 

Hanson 

Campbell 

Hughes 

Clark 

Hyde 

Codington 

Jerauld 

Corson 

Kingsbury 

Davison 

lake 

Day 

Lyman 

Deuel 

McCook 

Dewey 

McPherson 

Douglas 

Marshall 

Edmunds 

Mellette 


FEDERAL COMMUNICATIONS COMMISSION 

(Report No. I023| 

PETITIONS FOR RECONSIDERATION OF ACTIONS IN RULE MAKING PROCEEDINGS 


FILED 


Deck* or 
UM No. 


Rule No. 


SubKrt 


December 30.1976. 


Dais 

twUved 


IIM‘2078-Parts 0 end 1.. Request aromdmrttt of pU. 0 and I of the Cammlutan rain to 

facilitate portk-lpalloo of indijtcut mteresud juraono in Cammls- 
■ion proc©Nlli«s. 

Filed by CoLkxt Uoermrd. Ifervey I. Fhutman, and Lawrence A, Dec. 3*. 197C 
Cook attorney* for National Blank Media Coalition, National 


1WT5... 


CiiLtena Committee lor BroadcaeUor. National Organisation fur 
Woman, and Action lor Children’* Tr|rvt*k*n. 


—--——_ Inquiry Into pollry to be followed in future Dcctoinf of (acilulee for 

ovtrmi communications. 

F»kd by Robert K. Cocui, euerutWe rice pruddeat lor Western Dec. lTO 
Union International, ipr. 

FUod by KraocklJ. DeRosa and Charles M. Leluhaupt. attorneys for 
RCA Global Communications, Inc 

1 W 5 .. .....— 8 ub. K. pt. 7 f. A mandated t of sub. F of pi. 78 of the Commission** rules and menta¬ 
tions with respect to network program exclusivity protection by 
cable television systems. 

Filed by Sol Hchildhaow, attorney lor Moscow TV Cable Co, I nr, 
and Pullman TV Cable Co, Inc. 


Do. 


Do. 


Nor*.—Oppositions to petitions lor rvconskisraOnn must be Med on or befom lam 24. W77. Replies to an opposition 
must be filed within 10 d after lime for Itlnif oppositions 1ms expired. 

Federal Communications Commission. 

Vincent J. Mullins. 

Secretary. 

(FR Doc.77-533 Filed 1-0-77;8:45 am) 
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Minor 

Sully 

Potwr 

Todd 

Roberta 

Tripp 

Sanborn 

Walworth 

Shannon 

Waahabaugb 

Spink 

Ziebach 

Stanley 

(FDAA-3016 EM) 


NORTH DAKOTA 


Amendment to Notice of Emergency 
Declaration 

Notice of emergency for the State of 
North Dakota dated July 21, 1976. to 
hereby amended to Include the follow¬ 
ing counties among those counties deter¬ 
mined to have been adversely affected 
by the catastrophe declared an emer¬ 
gency by the President In hto declaration 
of July 21, 1976: 

The counties of: 

Dickey Mclntowb 

Kmmonfi Ranoom 

LnMoure Richland 

Logan Sargent 

The purpose of these designations is 
to provide emergency livestock feed as¬ 
sistance only in the aforementioned 
affected areas. The Effective date for this 
assistance to December 16,1976. 

Dated: December 30.1976. 

(Catalog of Federal Domestic Assistance No 
14.701, Disaster Assistance) 

William E. Ciockxtt, 
Acting Administrator. Federal 
Disaster Assistance Adminis¬ 
tration . 

|FR Doc.77-612 Filed 1 6 77.8 4$ nm) 


Federal Insurance Administration 

(Docket No N- 78-6801 

NATIONAL FLOOO INSURANCE PRO¬ 
GRAM; CONSULTATION WITH LOCAL 
OFFICIALS 

Determination of Minimal Special Flood 
Hazard Areas 

The Federal Insurance Administrator, 
after consultation with local officials of 
the communities listed below, has deter¬ 
mined. based upon analysis of existing 
conditions in the Special Flood Hazard 
areas, that it to appropriate at this time 
to convert these communities to the Reg¬ 
ular Program of the National Flood In¬ 
surance Program without determining 
base flood elevations. 


Community 

County 

8<M* 

City of Cullman . 

Cullman.._ 

Alabama. 

Town of Parker.... 

'• i. 1 • 

Arliona 

City or Foster City... 

_ 8U1 Mateo.. 

ColJAmiU 

Town of 

Prospect.... 

. N>w Ilavro.^. «\M*ru > rttriit. 

UridfctUJe_ 

.. evturL.. .. 

lvlavfcttr»v 

Chwwold_ 

Krrti__ , 

l>n 

FaHoo. 

. do—- 

Da 

MltMMowu . 

N*w t’aeiir... 

Do. 

C8s St 

<lrovi*town 

.. ColunJiia. 

< u • M1 

Harlem_ 

_do._ . 

Loona.. 

. Douiphaii_ 

K’ww 

1’nwnr# Ror.k.. 

.. Btrton.. 

Da 

Valley Center . 

. Sedgwick. 

l*. 

Town of: 

(Iclnm. 

Oxford.. 

Mail.. 

Itnwkrkv... 

.. Doreh«i«r .. 

MarjiAiwi. 

D run# wick. 

Fredi'fkV... 

Village of Waterloo_ 

.. I>ouft)o#. . 

Nrlmaka. 

Tow irthlp of ftinli_ 

Ptrunnylironfti 

ki»l. 


(National Flood Insurance Act of 1968 (Title 
XIII of Houiiing and Urban Development Act 
of 1968), effective January 28. 1969 (S3 FR 
17804. November 28. 1968), as amended; (42 
US.C. 4001-4128); and Secretary's delega¬ 
tion of authority to Federal Insurance Ad¬ 
ministrator, 34 FR 2680, February 27. 1969. 
m amended by 39 FR 2787. January 24, 1974) 

Issued: December 17. 1976. 

Howard B. Clark, 

Acting Federal Insurance 

Administrator. 

(FR Doc.77-482 Filed 1-6-77:8:47 am] 


DEPARTMENT OF THE INTERIOR 

Geological Survey 

EARTHQUAKE STUDIES ADVISORY 
PANEL 

Public Meeting 

Pursuant to Pub. L* 92-463. effective 
January 5. 1973, notice to hereby given 
that an open meeting of the Earthquake 
Studies Advisory Panel will be held be¬ 
ginning at 8:30 a.m. (local time) on Fri¬ 
day. February 4. 1977, and continuing 
through Saturday. February 5, 1977. The 
Advisory Panel will meet in U.S. Geolog¬ 
ical Survey Offices, Menlo Park, Califor¬ 
nia 94025: on Friday in Conference Fa¬ 
cility A. 345 Mlddlefleld Road and on 
Saturday in Conference Room 8111, 275 
Mlddlefleld Road. 

(1) Purpose, The Advisory Panel was 
appointed to advise the Geological Sur¬ 
vey on earthquake plans and programs 
which are conducted in cooperation with 
universities, industry, and other Federal 
and State government agencies in a co¬ 
ordinated national program for earth¬ 
quake research 

(2) Membership. The Advisory Panel 
is chaired by Professor Frank Press and 
to composed of persons drawn from the 
fields of geology, geophysics, engineering, 
rock mechanics, and socio-economics, 
primarily from the academic community. 

<3) Agenda . Review of the studies of 
the Southern California land uplift and 
plans for the 1978 Fiscal year program. 

For more detailed Information about 
the meeting, please call Dr. Robert M. 
Hamilton. Chief. Office of Earthquake 
Studies, Res ton, Virginia 22092 (703) 
860-6472. 

V. E. McKzlvey, 
Director . 

United States Geological Survey 

|FR Doc 77 648 Filed 10 77:8 45 am) 


National Park Service 

APPALACHIAN NATIONAL SCENIC TRAIL 
ADVISORY COUNCIL 

Meeting 

Notice is hereby given in accordance 
with the Federal Advisory Committee Act 
that a meeting of the Mid-Atlantic Re¬ 
gion of the Appalachian National 8cenic 
Trail Advisory Council will be held at 
9 a.m., ex.t, on February 4, 1977, at Sky- 
lands Manor. Ringwood State Park, 
Ringwood. New Jersey. 

The Council was originally established 
by Pub. L. 90-543 to meet and consult 
with the Secretary of the Interior on 


general policies and specific matters re¬ 
lating to the administration of the Ap¬ 
palachian National Scenic Trail. It was 
rechartered by the Secretary of the In¬ 
terior on February 24. 1975. under the 
authority of Pub. L. 91-383. 

The purpose of the Council to to pro¬ 
vide for the free exchange of Ideas be¬ 
tween the National Park Service and the 
public, and to encourage suggestions and 
Ideas from members of the public on 
problems and programs pertinent to the 
Appalachian National Scenic Trail. The 
purpose of this meeting to as follows: 
(1) To dtocu&s the progress of State and 
Federal programs; (2> to review specific 
Trail protection priorities and strategics; 
<3> to discuss Trail corridor studies com¬ 
pleted by the Appalachian Trail Confer¬ 
ence and Pennsylvania State University. 
(4 1 to analyze the problems related to 
private property. 

The meeting will be open to the pub¬ 
lic. However, space to limited to seats 
for 30 people. Persons will be accommo¬ 
dated on a first-come, flrst-served basis 
Any person may file with the Council a 
written statement concerning the mat¬ 
ters to be discussed. 

Persons wishing further information 
concerning this meeting or who will wish 
to submit written statements, may con¬ 
tact David A. Richie, Project Manager. 
Appalachian Trail Project Office, 
Charlestown Navy Yard. Boston. Massa¬ 
chusetts 02129, at area code 617-242- 
1730 

Minutes of the meeting will be avail¬ 
able for public Inspection four weeks 
after the meeting at the above address, 
and at the headquarters of the Appala¬ 
chian Trail Conference. Washington and 
Jackson 8trects. Harpers Ferry. West 
Virginia 25425. Copies of the minute* 
may be obtained by writing to the Appa- 
lachtan Trail Project Office in Boston 

Dated: December 13,1976. 

David A. Rxcinx, 
Project Manager 
North Atlantic Region 
(FR Doc 77-707 Filed i-5-77,8 45 ami 


APPALACHIAN NATIONAL SCENIC TRAIL 
ADVISORY COUNCIL 

Meeting 

Notice to hereby given in accordance 
with the Federal Advisory Committee Act 
that a meeting of the Southern Region 
of the Appalachian National Scenic 
Trail Advisory Council will be held at 
9 ajn., ea.t. on January 22. 1977. at the 
headquarters of the National Forests in 
North Carolina, Asheville, North Caro¬ 
lina. 

The Council was originally established 
by Pub. L. 98-543 to meet and consult 
with the Secretary of the Interior on 
general policies and specific matters re¬ 
lating to the administration of the Ap¬ 
palachian National Scenic Trail. It was 
rechartercd by the Secretary of the In¬ 
terior on February 24, 1975, under the 
authority of Pub. L. 91-383. 

The purpose of the Council to to pro¬ 
vide for the free exchange of ideas be¬ 
tween the National Park 8ervlce and 
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the public, and to encourage .suggestions 
and ideas from members of the public on 
problems and programs pertinent to the 
Appalachian National Scenic TralL The 
purpose of this meeting Is as follows: 
<1> To discuss the progress of 8tate and 
Federal programs; (2) to review specific 
Trail protection priorities and strategies; 
(3) to discuss Trail corridor studies com¬ 
pleted by the Appalachian Trail Confer¬ 
ence and Pennsylvania State University: 
<4> to review the issues related to the 
designation of a protection zone for the 
Trail. 

The meeting will be open to the pub¬ 
lic. However, space Is limited to seats for 
30 people. Persons will be accommodated 
on a first-come, first-served basis. Any 
person may file with the Council a writ¬ 
ten statement concerning the matters to 
be discussed. 

Persons wishing further information 
concerning this meeting or who will wish 
to submit written statements, may con¬ 
tact David A. Richie, Project Manager. 
Appalachian Trail Project Office. 
Charlestown Navy Yard, Boston, Massa¬ 
chusetts 02129, at area code 617-242-1730. 

Minutes of the meeting will be avail¬ 
able for public Inspection four weeks 
after the meeting at the above address, 
and at the Headquarters of the Appala¬ 
chian Trail Conference, Washington and 
Jackson Streets, Harpers Perry, West 
Virginia 25425. Copies of the minutes 
may be obtained by writing to the Ap¬ 
palachian Trail Project Office In Boston. 

Dated: December 13. 1976. 

David A. Ricm*. 

Project Manager , 

IFR Doc.77-709 Filed i-0-77;8:45 am) 


CUYAHOGA VALLEY NATIONAL RECREA¬ 
TION AREA ADVISORY COMMISSION 

Meeting 

Notice is hereby given. In accordance 
with the Federal Advisory Committee 
Act. that a meeting of the Cuyahoga 
Volley National Recreation Area Ad¬ 
visory Commission will be held at 7:30 
p.m., e.s.t., January 27, 1977, at the Bath 
Township Hall, 1241 North Cleveland- 
Massillon Rood, Bath. Ohio. 

The Commission was established by 
Pub. L. 93-555 to meet and consult with 
tho Secretary of the Interior on matters 
relating to the development of the Cuya¬ 
hoga Valley National Recreation Area 
and with respect to carrying out the pro¬ 
visions of the Pub. L. 

The members of the Commission are as 
follows: 

Mrs. Robert O. Warren (Chairman) 

Mr. Courtney Burton 

Mr. Norman A. Godwin 

Mr. Donald W. Haskett 

Mr. Robert L. Hunker 

Mr. Jamea 8. Jackson 

Mr. Melvin J. Robholx 

Mrs. Roger Roeal » 

Mrs. Oeorge N. Seltzer 
M*. R. Robin Stillman 


Mr. Barry K. Sugden 
Mr, Robert W. Tester 
Mr. WUUam O. Walker 

Matters to be discussed at this meeting 
Include: 

1. Report on park operations. 

2. Status of land acquisition. 

3. Recent legislation affecting the park. 

4. Status of the General Management Plan 

5. Report on community relations 

6. Report on adverse land use 

The meeting will be open to the public. 
It Is expected that about 100 persons In 
addition to members of the Commission 
will be able to attend this meeting. In¬ 
terested persons may submit written 
statements. Such statements should be 
submitted to the official listed below prior 
to the meeting. 

Further information concerning this 
meeting may be obtained from William C. 
Blrdscll. Superintendent. Cuyahoga Val¬ 
ley National Recreation Area, P.O. Box 
158, Peninsula. Ohio 44264, telephone 
216-653-9036. Minutes of the meeting will 
be available for public inspection three 
weeks after the meeting at the office of 
Cuyahoga Valley National Recreation 
Area, located at 501 West Streetsboro 
Road, (State Route 303), two miles east 
of Peninsula. Ohio. 

Dated: December 22.1976. 

Merrill D. Beal, 
Regional Director , 
Midwest Region. 

IFR Doc 77-708 Filed 1-6-77:8:45 am) 


INDIANA DUNES NATIONAL LAKESHORE 
ADVISORY COMMISSION 

Meeting 

Notice Is hereby given In accordance 
with the Federal Advisory Committee Act 
that a meeting of the Indiana Dunes Na¬ 
tional Lakeshore Advisory Commission 
will be held at 10:00 a.m., Ca.t., on Fri¬ 
day. January 21, 1977. at the Indiana 
Dunes National Lakeshore Tremont Vis¬ 
itor Center. Intersection of State Park 
Road and UB. Highway 12. Chesterton. 
Indiana. 

The Commission was established by 
Pub. L. 89-761 to meet and consult with 
the Secretary of the Interior on matters 
related to the administration and devel¬ 
opment of the Indiana Dunes National 
Lakeshore. 

The members of the Commission are as 
follows: 

Mr. Harry W. Frey (Chairman) 

Mrs. Anna R. Carlson 
Mr. John A Hlllenbrand n 
Mr. William L. Lteber 
Mr. Lawrence Miller 
Mr. John R. flchnurteln 
Mr. Norman K, Tufford 

Mr. Oeorge H. Williams < Secretarial Consult¬ 
ant) 

Matters to be discussed at this meeting 
include: 

1. In-depth Interpretation of Pub. L. 
94-549. an amending act that provides for 
the expansion ot the Lakeshore and other 
purposes. 

2. Status of Lakeshore construction con¬ 
tracts 


3. Report on the Little Calumet River 
Basin Recreational Development Program. 

4. Explanation of NPS/Northern Indiana 
Public Service Company study agreement re¬ 
garding fly ooh and other pollutants In 
Cowles Bog area of Lakeshore. 

5. I .and Acquisition Report. 

6. Discussion of future role of Advisory 
Commission. 

The meeting will be open to the public. 
It Is expected that about 90 persons will 
be able to attend the session in addition 
to committee members. Interested per¬ 
sons may make written statements. Such 
requests should be made to the official 
listed below prior to the meeting. 

Further Information concerning this 
meeting may be obtained from James 
R. Whitehouse. Superintendent, Indiana 
Dunes National Lakeshore. Route 2. Box 
139-A. Chesterton. Indiana 46304, tele¬ 
phone area code 219, 926-7561. 

Minutes of the meeting will be avail¬ 
able for public inspection three weeks 
after the meeting at the office of the In¬ 
diana Dunes National Lakeshore located 
at the intersection of State Park Road 
and U.8. Highway 12, Chesterton. In¬ 
diana. 

Dated: December 20, 1976. 

Merrill D. Beal, 
Regional Director , Midwest 
Region* National Park Sendee. 

(FR Doc.77-710 Filed 1-6-77;8:45 am) 

INTERNATIONAL TRADE 
COMMISSION 

(Investigation No. 337-TA-26) 

CERTAIN SOLDIER REMOVAL WICKS 
Postponement of Hearing Date 

Notice Is hereby given that the date 
for the commencement of the hearing 
in this proceeding is postponed until Jan¬ 
uary 19. 1977 at 10:00 a.m. The hearing 
will be held in Room 610 Bicentennial 
Building, 600 E 8treet, NW.. Washing¬ 
ton, D.C. and will continue dally until 
completed. 

This hearing was originally scheduled 
to commence on January 11, 1977. by or¬ 
der of the undersigned Presiding Officer 
issued December 13. 1976. (41 FR 54998. 
December 16. 1976.) Certain facts re¬ 
garding the respondents* status have 
been brought to the attention of the Pre¬ 
siding Officer which require the parties’ 
review and perhaps comment by them. 
This postponement Is being ordered to 
permit the parties to review such factual 
developments and to file whatever mo¬ 
tions or responses to motions which they 
may deem appropriate. Accordingly, the 
Presiding Officer ts taking under advise¬ 
ment the motions currently pending be¬ 
fore him which relate to further exten¬ 
sions of time. 

The Secretary shall serve a copy of 
this Notice upon all parties of record, 
and shall publish this Notice In the 
Federal Register. 

Issued January 3.1977. 

Judge Myron R. Renick, 

Presiding Officer . 

I FR Doc.77-646 Filed 1-6-77; 8:43 omj 
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GOVERNMENT IN THE SUNSHINE 
Meeting 

Interested members of the public ft re 
Invited to attend and to observe the 
meeting of the United 8tates Interna¬ 
tional Trade Commission to be held on 
January 14. 1977, beginning at 9:30 a.m., 
in the Hearing Room of the United 
States International Trade Commission, 
701 E Street. NW., Washington, DC. 
20436. The Commission plans to con¬ 
sider the following agenda items in open 
session: 

t Agenda for the week of January 24, 1977; 

2. Mlnutwi of December 28 and 30. 1976: 

3. Reorganisation: 

4. Briefing by the «taff on sugar (Inv. 
TA* 201 -10); 

6, Memorandum from Mr. Walltngton, 
Chief, Financial Management, dated Decem¬ 
ber 28. 1976—1977 travel budget: recommen¬ 
dation that tho statutory limitation on trav¬ 
el expenditures be raised; 

0 Muahrooma < TA-201-17 )--conAl deration 
of draft determination (see action jacket OC- 
76-162); 

7. Any other Items left over from previous 
agenda. 

IX you have any questions concerning 
the agenda for the January 14. 1977. 
Commission meeting, please contact the 
Secretary to the Commission at 202-523- 
0161. Access to documents to be consid¬ 
ered by the Commission at the meeting 
is provided for in Subp&rt C of the Com¬ 
mission's rules (19 CFR 201.17-201.21). 

On the authority of 19 U.8.C. 1335 and 
in conformity with proposed 19 CFR 
201.39(a), when a person’s privacy Inter¬ 
ests may be directly affected by holding 
a portion of a Commission meeting in 
public, that person may request the Com¬ 
mission to close such portion to public 
observation. Such requests should be 
communicated to the Office of the Chair¬ 
man of the Commission. 

Issued: January 4. 1977. 

By order of the Commission. 

Kenneth R. Mason. 

Secretary . 

|FR Doc.77-647 Filed 1-6-77:8:45 *m| 


DEPARTMENT OF LABOR 

Employment and Training Administration 

FEDERAL SUPFLEMENT BENEFITS (EMER¬ 
GENCY UNEMPLOYMENT COMPENSA¬ 
TION) 

Availability of Federal Supplemental 
Benefits In the State of Arkansas 

This notice announces the beginning 
of a new Federal Supplemental Benefit 
Period In the State of Arkansas, effective 
December 26. 1976. 

The Emergency Unemployment Com¬ 
pensation Act of 1974 (Pub. L. 93-572. 
enacted December 31, 1974) (the Act) 
created a temporary program of supple¬ 
mentary unemployment benefits (re¬ 
ferred to as Federal Supplemental Bene¬ 
fits) for unemployed Individuals who 
have exhausted their rights to regular 
and extended benefits under State and 
Federal unemployment compensation 
laws. Federal Supplemental Benefits are 


payable during a Federal Supplemental 
Benefit Period in a State which has en¬ 
tered into an Agreement under the Act 
with the United States Secretary of La¬ 
bor. A Federal Supplemental Benefit Pe¬ 
riod is triggered on in a 6tate when un¬ 
employment in the State or In the State 
and the nation reaches the high levels 
set in the Act. During a Federal Supple¬ 
mental Benefit Period the maximum 
amount of Federal Supplemental Bene¬ 
fits which are payable to eligible indi¬ 
viduals will be up to 13 weeks or 26 
weeks, depending upon the level of the 
rate of insured unemployment In the 
State. 

There is a Federal Supplemental Bene¬ 
fit "on” indicator in a State for a week 
if the United States Secretary of Labor 
determines with respect to the State, 
that, (a) there Ls a 8tatc or National 
”on” Indicator for the week, as deter¬ 
mined for the purposes of payment of 
extended benefits under the Federal- 
State Extended Unemployment Compen¬ 
sation Act of 1970, as amended, and (b) 
the employment security agency of the 
State has determined that the average 
rate of insured unemployment in the 
State for the period consisting of that 
week and the Immediately preceding 
twelve weeks equalled or exceeded 5.0 
percent. The Federal Supplemental Bene¬ 
fit Period actually begins with the third 
week following the week for which there 
is an “on” Indicator, and lasts for a min¬ 
imum period of not less than 26 weeks. 

Similarly, an “off” indicator ending a 
Federal Supplemental Benefit Period oc¬ 
curs in a week when the Secretary of 
Labor determines that the average rate 
of Insured unemployment (as determined 
by the State employment security agen¬ 
cy) for the period consisting of that 
week and the immediately preceding 
twelve weeks is less than 5.0 percent. The 
Federal Supplemental Benefit Period ac¬ 
tually ends with the third week after 
the week in which there is an "off” indi¬ 
cator. but not earlier than the end of 
the twenty-sixth week of the period. 

The Secretary of Labor has deter¬ 
mined under section 203(d) of the Fed¬ 
eral-State Extended Unemployment 
Compensation Act of 1970, as amended, 
and 20 CFR 615.13(a), that there is a 
National “on” indicator In effect which 
is applicable to every State, as an¬ 
nounced in the notice published in the 
Federal Register on February 21, 1975, 
at 40 FR 7722. The employment security 
agency of the State of Arkansas has de¬ 
termined under the Act and 20 CFR 
618.19(a)(2) (published in the Federal 
Recister on March 23, 1976, at 41 FR 
12151. 12157) that the average rate of 
insured unemployment in the 8tate for 
the period consisting of the week ending 
December 11, 1976, and the Immediately 
preceding twelve weeks equalled or ex¬ 
ceeded 5.0 percent. 

Therefore. I have determined in ac¬ 
cordance with the Act and 20 CFR 618.- 
19(a) and as authorized by the Secre¬ 
tary of Labor’s Order 4-75, dated April 
16. 1975 (published in the Federal Rec¬ 
ister on April 26, 1975. at 40 FR 18515), 


that there was a Federal Supplemental 
Benefit "on” indicator in the State of 
Arkansas for the week ending on De¬ 
cember 11. 1976. and that a Federal Sup¬ 
plemental Benefit Period therefore com¬ 
menced in that State with the week be¬ 
ginning on December 26, 1976. 

There will be a 5-pcr centum period in 
effect in the new Federal Supplemental 
Benefit Period, commencing at the be¬ 
ginning of the new period. During the 
5-per centum period an individual who is 
eligible for Federal Supplemental Bene¬ 
fits will be entitled to a maximum 
amount of up to 13 times the individ¬ 
ual’s weekly benefit amount, or, if less, 
the balance In the individual's Federal 
Supplemental Benefit Account. 

In the event that a 6-per centum per¬ 
iod subsequently takes effect tn the new 
Federal Supplemental Benefit Period, be¬ 
cause the rate of insured unemployment 
in the 8tate has risen to an average of 
6.0 percent or more over a period of 
thirteen weeks, the maximum amount 
of Federal Supplemental Benefits pay¬ 
able to an eligible individual will in¬ 
crease. In that event an eligible Individ¬ 
ual will be entitled to a maximum 
amount of Federal Supplemental Bene¬ 
fits of up to 26 times the individual’s 
weekly benefit amount, or. if less, the 
balance in the individual's Federal Sup¬ 
plemental Benefit Account. 

The State employment security agency 
will furnish a written notice of potential 
entitlement to Federal Supplemental 
Benefits to each Individual who is an 
“exhau&tee” <as defined in the Act and 
20 CFR 618.5) of regular and extended 
benefits payable under State and Federal 
unemployment compensation laws, and 
to each Individual who has a previously 
established Federal Supplemental Bene¬ 
fit Account in which there is any balance 
as of the beginning of the new Federal 
Supplemental Benefit Period The State 
employment security agency also will 
furnish a written notice to each Individ¬ 
ual for whom a Federal Supplemental 
Benefit Account has been established, of 
the beginning or ending of a 6-pcr 
centum period in the new Federal Sup¬ 
plemental Benefit Period, and its effect 
on the individual's entitlement to Fed¬ 
eral Supplemental Benefits. 

There was a prior Federal Supple¬ 
mental Benefit Period in Arkansas which 
terminated with the week ending on Oc¬ 
tober 9. 1976. as announced In the notice 
published in the Federal Register on 
October 15. 1976. at 41 FR 45636. Imme¬ 
diately following the end of the prior 
Federal Supplemental Benefit Period, 
there was an additional eligibility period 
for each individual who qualified, which 
was to last for 13 weeks unless termi¬ 
nated sooner by reason of the beginning 
of a new Federal Supplemental Benefit 
Period. Because the new Federal Sup¬ 
plemental Benefit Period began prior to 
the end of the 13-week period, the In¬ 
dividual additional eligibility periods 
terminated immediately prior to the be¬ 
ginning of the new benefit period. 

Any individual who qualified for an 
additional eligibility period will be en- 
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titled to Federal Supplemental Benefits 
in the new Federal Supplemental Bene¬ 
fit Period, if there Is any balance left in 
the individual's Federal Supplemental 
Benefit Account as of the beginning of 
the new period. The maximum amount 
payable to any of those Individuals will 
be governed, as stated above, by whether 
a 5-per centum or a 6-per centum period 
is In effect and by the balance in each 
individual's Federal Supplemental Bene¬ 
fit Account. 

Persons who believe they may be en¬ 
titled to Federal Supplemental Benefits 
in the State of Arkansas, or who wish to 
inquire about their rights under this pro¬ 
gram, should contact the nearest State 
Employment Office of the Arkansas De¬ 
partment of Labor in their locality. 

Signed at Washington, D.C..’ on Jan¬ 
uary 4.1977. 

William H. Kolbcrg, 
Assistant Secretary for 
Employment and Training. 

|PR Doc.77-067 Filed l-6-77;8 45 mm) 


Occupational Safety and Health 
Administration 

ADVISORY COMMITTEE ON 
CONSTRUCTION SAFETY AND HEALTH 

Appointment of Members 

Tills is to announce the appointment 
of members to the Advisory Committee 
on Construction Safety and Health, es¬ 
tablished under section 107(e) (l) of the 
Contract Work Hours and Safety Stand¬ 
ards Act (40 U.S.C. 333) and section 
7(b) of the Williams-Stelger Occupa¬ 
tional Safety and Health Act of 1970 
(29 U.S.C. 056). 

The membership of the Committee and 
the categories represented are as follows: 

Employe* 

Melvin J. Boyle. Assistant to the Intecna- 
hood of Electrical Workers, 1126 Fifteenth 
Street NW. Washington, D.C. 20005. 

Paul H. Connelley. Safety Director, United 
Brotherhood of Carpenters and Joiners of 
America, 101 Constitution Avenue. Wash¬ 
ington. D.C. 20001, 

Robert E. P. Cooney. Oeneral Vice President. 
International Association of Bridge. Struc¬ 
tural and Ornamental Iron Workers. 400 
First Streot, N.W.. Washington. DC 20001. 
Robert M. Farrell. Safety Director. Interna¬ 
tional Union of Operating Engineers. 9200 
Joliet Road. Countryside. Illinois 00525. 
Job M. Short, Director. Education and Train¬ 
ing, Laborers International Union of North 
America. 905 Sixteenth Street. N W, Wash¬ 
ington. D.C. 20006. 

Employes 

Wayne L. Christensen. Corporate Safety Di¬ 
rector. The Rust Engineering Company. 
P.O. Box 101, Birmingham. Alabama 35201. 
Richard L.* Daley. Director of Safety arid 
Environmental Service*. Morrison-Knud- 
Ren Company. Post Office Box 7808. Boise. 
Idaho 83729. 

Robert E. Llnck. President, Warren-Ebret- 
I.inck Company. Liueeme and E Streets, 
Philadelphia, Pennsylvania. 19124. 
Frederick M. Livingston. Jr„ Corporate Safety 
Director. Turner Construction Company. 
150 East 42nd Street, New Tork, New York 
10017. 


Harold E Van Werden. President, Van Wer- 
den Construction Company, Inc.. 2928 
Lovers lane. Ralamsaoo. Michigan 49001. 

Public 

Michael S. Baram, Associate Professor, Civil 
Engineering. Massachusetts Institute of 
Technology. Building 48, Room 335. Cam¬ 
bridge. Massachusetts 02139. 

Fred L Ottobonl, Coordinating Engineer. 
State of California Department of Health. 
2151 Berkeley Way. Berkeley. California 
94704. 

8tats 

Clifford W. Farmer. Supervising Engineer. 
Construction, California State Department 
of Industrial Relations. 3966 Loneaomc 
Pine Road. Redwood City. California 94102. 
E I. “Bud" Malone. Commissioner. Depart¬ 
ment of Labor and Industry. State of Min¬ 
nesota. Space Center Bldg.. 6th Floor. 444 
Lafayette Road. St. Paul. Minnesota. 55101. 

Federal 

Thomas L. Ananla. Chief. Industrial Hygiene 
Services. National Institute for Occupa¬ 
tional 8afety and Health. 614 Post Office 
Building, Cincinnati, Ohio 45202 

Messrs. Baram. Christensen. Llnck 
and Ottobonl are new members; all 
others are reappointments. 

The members were selected on the basis 
of their experience and competence in 
the field of construction safety and 
health and will serve until June 30. 1978. 
Mr. Clifford W. Farmer will sene as 
Committee Chairman. 

Signed at Washington. D.C. this 20th 
day of December 1976. 

W. J. Usxry Jr., 
Secretary of Labor. 

|FR Doc.77-650 Filed 7-6 77;8:45 am) 


Pension and Welfare Benefit Programs 
DEPARTMENT OF THE TREASURY 
Internal Revenue Service 
EMPLOYEE BENEFIT PLANS 

| Application Non. D-183, D-30I. D-419. D-459, 
D-466 and D-473| 

Notice of Pendency of Proposed Class Ex¬ 
emption Requested by the National As¬ 
sociation of Pension Consultants and 
Administrators, Inc., the Investment 
Company Institute, and Others. 

Notice Is hereby given of the pendency 
before the Department of Labor < the De¬ 
partment) and the Internal Revenue 
Service (the 8ervicc> of a proposed class 
exemption from the restrictions of sec¬ 
tions 406(a)(1) (A) through (D> and 
406(b) of the Employee Retirement In¬ 
come Security Act of 1974 (the Act ) and 
from the taxes Imposed by section 4975 
(a) and (b) of the Internal Revenue 
Code of 1954 (the Code), by reason of 
section 4975(c)(1) of the Code. The 
pending class exemption was requested 
In applications submitted by the National 
Association of Pension Consultants and 
Administrators, Inc. (NAPCA) (D-183); 
Jointly by the American Council of Life 
Insurance (ACLI) \ the National Asso¬ 
ciation of Life Underwriters (NALU) 


1 The American Council of Life Insurance 
Is the successor to the American life Insur¬ 
ance Association. 


and the Association for Advanced Life 
Underwriting »AALU ■ (D-301); the In¬ 
vestment Company Institute (ICI) «D- 
419 and D-466); jointly by Marsh A Mc¬ 
Lennan Companies. Inc. and Johnson & 
Higgins (M & M) (D-459 »; and Jointly 
by Investors Diversified Services. Inc. 
and American Oeneral Capital Distribu¬ 
tors. Inc. <D-473). 

The pending class exemption would 
exempt from the prohibited transactions 
provisions: 1 1) The receipt of sales com¬ 
missions from an insurance company, 
directly or indirectly, by an insurance 
agent, or broker or a pension consultant' 
in connection with the purcliase of insur¬ 
ance contracts or annuities with em¬ 
ployee benefit plan assets when such In¬ 
surance agent or broker or pension con¬ 
sultant is a service provider or a fiduciary 
with respect to the plan; (2) the re¬ 
ceipt of sales commissions by a mutual 
fund principal underwriter In connection 
with the purchase of mutual fund shares 
with plan assets when such principal un¬ 
derwriter is a plan fiduciary or service 
provider; <3> the execution by an insur¬ 
ance agent or broker or a pension con¬ 
sultant of the purchase of insurance with 
plan assets from an insurance company 
when such insurance agent or broker or 
pension consultant is a service provider 
or fiduciary with respect to the plan and. 
in connection with the execution of such 
transaction. Is acting as the agent of the 
insurance company; (4) the purchase of 
insurance with plan assets from an in¬ 
surance company which is a party in In¬ 
terest or disqualified person (including 
a fiduciary» with respect to the plan sole¬ 
ly by reason of providing services, di¬ 
rectly or indirectly, to the plan (e.g.. in 
connection with an insurance company- 
sponsored master or prototype plan 
which has been adopted as the plan) or 
by reason of a relationship described in 
section 3(14) <G>. <H> or (I) of the Act 
or section 4975(e)(2) (O). (H) or (I) 
of the Code to an insurance agent or 
broker or pension consultant who pro¬ 
vides services to or is a fiduciary with 
respect to the plan; and (5> the purchase 
of mutual fund shares with plan asseL* 
from, or the sale of mutual fund shares 
to, a principal underwriter with respect 
to the mutual fund, where the principal 
underwriter or mutual fund, or both, are 
parties in Interest or disqualified persons 
(including fiduciaries) with respect to the 
plan by reason of providing services, di¬ 
rectly or indirectly, to the plan (e g.. In 
connection with a mutual fund-spon¬ 
sored master or prototype plan which is 
adopted as the plan •. 

The applications for class exemption 
were filed pursuant to section 408ia> of 
the Act and section 4975(c)(2) of the 
Code and In accordance with the procc- 


* All reference* to the terms 'Insurance 
agent or broker", "pension consultant", "in¬ 
surance company", "principal underwriter", 
"fiduciary" and "service provider" Include 
such persona and any a mi la tea thereof. The 
term ‘afflillate" Is defined in section IV (d) 
of the pending class exemption, and would 
include, for example, an employee of an In¬ 
surance agency or pension consulting firm or 
a corporation of which an insurance agent 
or pension consultant U an employee. 
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dure* set forth In ERISA Procedure 75-1 
(40 FR 18471. April 28. 1975) and Rev. 
Proc. 75-26. 1975-1 C.B. 722. 

Numerous applications have also been 
received for Individual exemptions cover¬ 
ing transactions of the type described in 
this proposed class exemption. All such 
transactions will be exempted if they sat¬ 
isfy the terms and conditions of the pro¬ 
posed class exemption. As stated In sec¬ 
tion 3.04 of ERISA Proc. 75-1 and Rev. 
Proc. 75-26, an application for an In¬ 
dividual exemption will not ordinarily be 
considered separately if a class exemption 
which may encompass the transaction 
described in the application for an Indi¬ 
vidual exemption is under consideration 
by the Department and the Service. Ac¬ 
cordingly. the agencies are notifying di¬ 
rectly each applicant for an individual 
exemption of the fact that such appli¬ 
cant's application Is not being consid¬ 
ered separately from this proposed class 
exemption, that such application will or¬ 
dinarily be closed, and, therefore, that 
such applicant’s comments with respect 
to this pending class exemption are 
sought by the agencies. 

PRXAMILLX 

Summary of representations. The ap¬ 
plications contain representations with 
regard to the pending class exemption, 
which are summarized below. Interested 
persons are referred to the applications 
on file with the Department and the 
Service for the complete representations 
of the applicants. 

Pension consultants . The applications 
submitted by NAPCA and by Marsh ft 
McLennan Companies. Inc. and John¬ 
son ft Higgins request class exemptions 
to permit pension consultants who are fi¬ 
duciaries with respect to plans (as de¬ 
fined in section 3(21) of the Act and sec¬ 
tion 4975(e)(3) of the Code) to receive 
commissions from insurance companies 
In connection with the purchase of in¬ 
surance by such plans. The applicant's 
represent that pension consultants pro¬ 
vide a wide variety of administrative, 
consulting and advisory services to plans. 
These services include, among others; ad¬ 
vice on tile cost of various types of bene¬ 
fits; advice on the structure of plan man¬ 
agement and operations; advice on the 
types of funding media available to pro¬ 
vide particular plan benefits; actuarial 
evaluations; designing funding media, 
plan investment objectives and policies, 
administrative policies, forms, etc.; and 
numerous administrative support serv¬ 
ices. The provision of some of these serv¬ 
ices in Individual cases could cause a 
pension consultant to become a plan 
fiduciary. 

Customarily, pension consultants are 
compensated for the provision of their 
services to plans through the receipt of 
fees from plans, plan sponsors or other 
persons or by means of the receipt of 
initial and renewal sales commissions 
on the sale of insurance products to such 
plans. The applicants represent that if 
and when pension consultants are plan 
fiduciaries, a question exists whether the 
receipt of insurance sales commissions by 


such persons violates section 406b>*3) 
of the Act and section 4975(c) (1) <F) of 
the Code, which prohibit plan fiduciaries 
from receiving consideration for their 
own personal accounts from any party 
<eg„ an insurance company) dealing 
with the plan in connection with a trans¬ 
action involving plan assets. A question 
also exists whether such a pension con¬ 
sultant. who Is also a plan fiduciary, 
would be in violation of section 406 f b> 
(1) and <2) of the Act and section 4975 
(C)(1)(E) of the Code when acting as 
agent of an insurance company in con¬ 
nection with the purchase of insurance 
by the plan. Section 406(b)(1) of the 
Act and section 4975(c)(1)(E) of the 
Code prohibit a plan fiduciary from deal¬ 
ing with the income or assets of the plan 
in his own interest or for his own ac¬ 
count. Section 406(b) <2) of the Act pro¬ 
hibits a plan fiduciary from represent¬ 
ing a party whose interests arc adverse 
to the Interests of the plan or its par¬ 
ticipants and beneficiaries in connection 
with a transaction involving the plan. 

The applicants further represent that 
tlie provision of services to plans by pen¬ 
sion consultants is exempt from the pro¬ 
hibited transaction provisions pursuant 
to section 508(h) (2) of the Act and sec¬ 
tion 4975(d) (2) of the Code, and that the 
receipt of insurance sales commissions, 
and the sale of Insurance to plans, by 
most pension consultants when they arc 
plan fiduciaries, is exempt until June 30. 
1977 pursuant to the transitional rules of 
sections 414(c) (4) and 2003(c) (2) CD) of 
the Act. as in terpreted in ERISA IB 75-1 
and IRS TTR-1329 ( issued December 31. 
1974). 

The applicants state that they believe 
that If their requested exemptions are 
not granted, the normal business prac¬ 
tices of pension consultants will be re¬ 
stricted. and that this will result in a 
constriction in the variety of consulting 
and administrative services that would 
be available to plans. The applicants rep¬ 
resent that this would be highly disrup¬ 
tive of plan operations and would lead 
to Increased plan administrative and op¬ 
erating costs. 

Insurance ayents and brokers. The ap¬ 
plications submitted by NAPCA. M ft M. 
and Jointly by the ACLI. NALU and 
AALU request a class exemption to per¬ 
mit life Insurance agents and brokers to 
continue to sell Insurance to plans with 
respect to which such agents or brokers 
ore fiduciaries or otherwise parties in in¬ 
terest or disqualified persons by reason 
of the consultative and advisory services 
performed for plans by such agents or 
brokers. 

In this connection, the applicants have 
also requested that the Department and 
tile Service rule that the normal sales 
presentation and recommendations made 
by an Insurance agent or broker to a plan 
or a plan fiduciary will not be considered 
to constitute the rendering of investment 
advice for a fee so as to classify such 
agent or broker as a fiduciary.* However, 


• For a discussion of this question, ter the 
section of the Preamble entitled Definition 


the applicants represent that, even if 
their requested ruling is issued, the con¬ 
sultative or advisory services performed 
for plans by insurance agents and bro¬ 
kers sire such that in particular cases the 
agent or broker would become a plan fi¬ 
duciary. 

In this regard, the applicants repre¬ 
sent that insurance agents and brokers 
customarily provide a variety of adminis¬ 
trative and consultative services to pIaus. 
besides the sale of Insurance products. 
Among other things, these services in¬ 
clude; describing available funding 
media; advice on procedures for obtain¬ 
ing Service approval of plans; communi¬ 
cating plan details to employees and ob¬ 
taining necessary employee information 
for initial plan operation; actuarial serv¬ 
ices: preparation of plan reports and 
plan operating procedures; and advice on 
termination procedures. If the plan is 
not funded through Insurance company 
products, the agent or broker will nor¬ 
mally be compensated through the pay¬ 
ment of a fee. If Insurance products are 
involved, the agent or broker Is fully or 
partially compensated through commis¬ 
sions on the sale of insurance to the plan 
Such commissions are paid by the Insur¬ 
ance companies whose products are sold 
to the plan. 

The applicants further represent that 
where the agent ox broker Is a plain fi¬ 
duciary. such insurance sales commis¬ 
sions could be considered to constitute 
consideration for the agent's or broker's 
own personal account from a party (i.e., 
the insurance company) dealing with the 
plan In connection with a transaction In¬ 
volving the assets of the plan, in viola¬ 
tion of section 406(b) (3) of the Act and 
section 4975(c)(1)(F) of the Code. In 
addition, such agent or broker could be 
deemed to be self-dealing In violation of 
section 406(b) (1) of the Act and 4075(c) 
(1) <E) of the Code and to be acting on 
behalf of an adverse party In connection 
with such transactions in contravention 
of section 406(b) (2) of the Act. 

Although the applicants state that they 
believe that many of the “prohibited 
transactions" described above are exempt 
from the prohibitions and excise taxes 
of the Act and the Code for the period 
from January 1, 1975 through June 30, 
1977 by reason of the transitional rules 
of sections 414(c)(4) and 2003(c) <2) <D> 
of the Act. they represent that a class 
exemption is necessary to permit these 
transactions to continue subsequent to 
June 30. 1977. In addition, because the 
transitional rules of section 414<c><4> 
and 2003<c) (2) <D) of the Act are not 
available for agents and brokers who are 
not considered to have furnished the type 
of services i nvolved as of June 30. 1974. 

ol Fiduciary.” Infra, reports and plan oper¬ 
ating procedure*; and advice on termination 
procedures. If the plan la not funded through 
Insurance company products, the agent or 
broker will normally be compensated through 
the payment of a fee. If Insurance product* 
are Involved, the agent or broker Is fully or 
partially compensated through eommisslou* 
on the sale of Insurance to the plan. Such 
commissions are paid by the Insurance com¬ 
panies whose products are sold to the plan. 
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the applicants have requested that the 
pending class exemption be effective as 
of January 1. 1975, the effective date of 
the prohibited transaction provisions of 
the Act and the Code. 

In support of their exemption request, 
the applicants represent that, without an 
exemption, insurance agents and brokers 
will be precluded from receiving their 
customary form of compensation for the 
furnishing of services to plans (l.e., sales 
commissions) and would, therefore, be 
compelled to curtail the provision of 
many of the services that they currently 
provide to plans. The applicants contend 
tliat these developments would severely 
disrupt long established business prac¬ 
tices and relationships nnd would create 
hardships for plans, plan sponsors and 
plan participants. The applicants note 
that such hardships would be most se¬ 
vere for Insured plans of small employers 
which have commonly relied heavily on 
the services of insurance agents and 
brokers because the limited resources of 
such plans do not permit them to retain 
consultants. 

For essentially the same reasons out¬ 
lined above, the applicants have also re¬ 
quested an exemption to permit an in¬ 
surance company to sell insurance to a 
plan when such Insurance company is a 
party in interest or disqualified person 
• including a fiduciary) with respect to 
the plan by reason of providing services, 
directly or indirectly, to the plan or by 
a reason of a relationship described in 
section 3(14) (O). <H) or (I) of the Act 
or section 4975(c)(3) (O), (H) or (I) of 
the Code to an insurance agent or broker 
who provides services to or is a fiduciary 
with respect to the plan. 

Mutual fund principal underwriters . 
On October 31,1975, notice was published 
in the Federal Register (40 FR 50845) 
of the granting of class exemptions (Pro¬ 
hibited Transaction Exemption 75-1) for 
certain transactions involving plans and 
certain broker-dealers, reporting dealers 
and banks. One of these class exemptions 
ixrmits, among other things, the pur¬ 
chase and sale of securities, including 
mutual fund shares, by a plan from or to 
a broker-dealer which is a party in in¬ 
terest or disqualified person (other than 
a fiduciary) with respect to the plan by 
virtue of providing services to the plan. 
This class exemption also covers, as of 
January 1, 1975, the purchase and sale 
of mutual fund shares by a plan from 
or to a broker-dealer which is a plan 
fiduciary, provided that such broker- 
dealer is not a principal underwriter for, 
or affiliated with, such mutual fund, and 
the receipt of commissions by such fidu¬ 
ciary/broker-dealer is in connection with 
the purchase of mutual fund shares by 
plans. 

The applications submitted by tiie ICI 
and by Investors Diversified Services. 
Inc. and American General Capital Dis¬ 
tributors, Inc., request a class exemption 
to permit mutual fund principal under¬ 
writers (and their affiliates) to purchase 
or sell shares of the mutual fund from 
and to plans with respect to which such 
principal underwriters are fiduciaries, 
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and to permit such fiduciary principal 
underwriters (and their affiliates) to 
receive sales commissions in connection 
with such plan purchases of mutual fund 
shares. The requested exemption would 
cover not only the prohibitions of sec¬ 
tions 406(b) of the Act and section 4975 
(c) (1) (E) and (F> of the Code, but also 
the provisions of section 406(a)(1) (A) 
through (D) of the Act and sections 
4975(c)(1) (A) through <D) of the Code, 
which prohibit, among other things, the 
sale of property between a plan and a 
party in interest or disqualified person. 
The applicants represent that if their 
requested exemption is granted, it will 
remove unwarranted discrimination be¬ 
tween the sale of mutual fund shares 
effected by broker-dealers who are plan 
fiduciaries and who are unrelated to 
mutual funds (which sales are covered 
by Prohibited Transaction Exemption 
75-1) and sales made directly by mutual 
fund principal underwriters who arc plan 
fiduciaries. 

In this regard, the applicants have 
made a request, similar to that made in 
the NAPCA. M&M and ACU. NALU and 
A ALU applications, that the Department 
and the Service rule that the normal 
sales presentation and recommendations 
made by a mutual fund principal under¬ 
writer or an employee thereof to a plan 
or a plan fiduciary w'Ul not be considered 
to constitute the rendering of investment 
advice for a fee so as to classify such 
person as a fiduciary. 

Notwithstanding the Issuance of such 
a ruling, the applicants represent that a 
class exemption is still necessary for 
those situations in which a mutual fund 
principal underwriter or an affiliate 
thereof is a plan fiduciary. In support of 
this request, the applicants note that the 
distribution of mutual fund shares, to 
plans and other investors through prin¬ 
cipal underwTiter direct sales forces has 
been a standard and customary practice 
for over forty years and that the activi¬ 
ties of mutual funds, their Investment 
advisers and their principal underwriters, 
and the sale of mutual fund shares to 
Investors, is closely regulated by the Se¬ 
curities and Exchange Commission under 
the Investment Company Act of 1940, the 
Securities Act of 1933, the Investment 
Advisers Act of 1940, and the Securities 
Exchange Act of 1934. 

The applicants also represent that mu¬ 
tual fund principal underwriter direct 
sales forces normally recommend mutual 
fund shares as the funding medium for 
small employee benefit plans which can 
neither afford to retain professional in¬ 
vestment managers nor otherw ise obtain 
diversification of assets. These sales 
forces often recommend and sell mutual 
fund shares to employee benefit plans 
which are not readily serviced by regu¬ 
lar retail broker-dealers or other finan¬ 
cial institutions. If the requested exemp¬ 
tion is not granted, the applicants repre¬ 
sent that these plans would be foreclosed 
from continuing to receive these services, 
and that this would result in substantial 
hardship and economic loss for such 
plans. 
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For essentially the same reasons out¬ 
lined above, the ICI has also requested, in 
Application D-466, an interpretation of 
the applicable provisions of the Act and 
the Code or. in the alternative, an ex¬ 
emption to permit the purchase or sale 
of mutual fund shares from or to a prin¬ 
cipal underwriter with respect to the 
mutual fund, where the principal under¬ 
writer or mutual fund, or both, may be 
parties In interest or disqualified per¬ 
sons (including fiduciaries) with respect 
to the plan because they may be con¬ 
sidered to be providing services, directly 
or indirectly, to the plan (e.g„ in con¬ 
nection with a mutual fund-sponsored 
master or prototype plan which is 
adopted as the plan). 

Regarding Application D-466 filed by 
the ICI. and the Joint application of the 
ACU. NALU and A ALU insofar as it 
relates to the question of whether a spon¬ 
sor of a master or prototype plan may 
be considered to be a service provider or 
fiduciary with respect to the plan, the 
Department and the Service wish to 
emphasize that the proposal of a class ex¬ 
emptions to permit the purchase or sale 
of mutual fund shares or insurance con¬ 
tracts or annuities from or to the prin¬ 
cipal underwriter or insurance company 
when the principal underwriter, mutual 
fund or insurance company Is the spon¬ 
sor of the master or prototype plan is 
not intended to reflect a decision on this 
question by the Department and the 
Service. Rather, the class exemption, to 
the extent that it covers the master and 
prototype plan situation, is proposed, in 
part, to eliminate the adverse effects un¬ 
der the prohibited transaction provisions 
for plans and their participants and 
beneficiaries that may be caused by any 
uncertainties regarding the resolution of 
this question. Thus, to the extent that 
an insurance company, mutual fund or 
principal underwriter of a mutual fund 
may be considered to be a service pro¬ 
vider or fiduciary as a result of services 
performed in connection with a master 
or prototype plan that it spoasors. the 
exemption provides relief from the pro¬ 
hibited transaction provisions of section 
406 of the Act and section 4975(c) (1) of 
the Code for the purchase of insurance 
contracts or annuities from the insur¬ 
ance company or the purchase or sale of 
mutual fund shares from or to the mu¬ 
tual fund or principal underwriter. 

Definition of *Fiduciary " Several of 
the applicants for class exemption have 
requested that the Department and the 
Service rule that the normal sales pres¬ 
entation and recommendations made to 
a plan or a plan fiduciary by an insur¬ 
ance agent or broker, pension consultant, 
or a mutual fund principal underwriter, 
or an employee thereof, will not be con¬ 
sidered to constitute the rendering of In¬ 
vestment advice for a fee so as to classify 
such agent or broker, pension consult¬ 
ant, or principal underwriter, or em¬ 
ployee thereof, as a '‘fiduciary/' Section 
3(21) (A) (il) of the Act and section 4975 
(e)(3)(B) of the Code define the term 
’’fiduciary" with respect to a plan as a 
person who "renders investment advice 
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lor a lee or other compensation, direct 
or indirect, with respect to any moneys 
or other property ol such plan, or has 
any authority or responsibility to do so." 

By notices published in the Federal 
Re gist ilk (40 FR 50810. 50842* on Octo¬ 
ber 31,1975, the Service and the Depart¬ 
ment adopted regulations. 26 CFR 
54.4975~9<c) and 29 CFR 2510.3-21*0. 
clarifying the applicability ol the defini¬ 
tion ol the term “fiduciary" to persons 
who render investment advice to plans. 
As 1 *ere relevant, those regulations pro¬ 
vide: 

<c) Investment Advice (I) A person shall 
be deemed to be rendering “Investment ad¬ 
vice" to an employee benefit plan • • • only 
U: 

(I) Such person renders advice to the plan 
aa to the value of securities or other property, 
or makes recommendations as to the advisa¬ 
bility of Investing in. purchasing, or selling 
securities or other property: and 

(1!) 8u<h person either directly or indi¬ 
rectly (eg., through or together with ony 
affiliate)— 

(A) Has discretionary authority or control, 
whether or not pursuant to agreement, ar¬ 
rangement or understanding, with respect to 
purchasing or selling securities or other prop¬ 
erty for the plan: or 

IB) Renders any advice described In para¬ 
graph. (c)(1) (I) of thin section on a rrgular 
basis to the plan pursuant to a mutual agree¬ 
ment. arrangement or understanding, written 
or otherwise, between Buch person and the 
plan or a fiduciary with respect to the plan, 
that such services will serve as a primary 
basis for Investment decisions with respect 
to plan asset*. and that such person will 
render individualised investment advice to 
the plan based on the particular needs of 
the plan regarding such matters as. among 
other things. Investment policies or strategy, 
overall portfolio composition, or divrndQc*- 
Uon of plan investments. 

The advice and recommendations 
made to plans and plan fiduciaries by 
insurance agents anti brokers, pension 
consultants, and mutual fund principal 
underwriters (or their employees) re¬ 
garding plan purchases of insurance con¬ 
tracts or annuities or mutual fund shares 
come within the type of advice described 
in paragraph (c)(1) <D of the regula¬ 
tions cited above and could constitute 
"investment advice" so as to classify the 
persons who furnish such advice as "fi¬ 
duciaries" if it Is rendered under the cir¬ 
cumstances described in cither para¬ 
graph (c)(1) ill) (A) or paragraph <c> 
(1) tit) (B) of such regulations. A deter¬ 
mination whether such advice constitutes 
"Investment advice" under these regula¬ 
tions and section 3(21) (AMil) of the Act 
and section 4975(e)(3)(B) of the Code 
can be made only on a case-by-case 
basis. 

In addition, the Department and the 
Service stated in the preamble sections 
of the notices announcing the adoption 
of the regulations that, until a more de¬ 
finitive statement is issued, the phrase 
"fee or other compensation, direct or In¬ 
direct" for the rendering of investment 
advice for purposes of section 9(21)(A) 
Ui) of the Act and section 49?5<c><3> 
<B> of the Code should be deemed to in¬ 
clude all fees or other compensation in¬ 
cidental to the transaction In which the 


investment advice to the plan has been 
rendered or will be rendered, and may 
therefore Include insurance and mutual 
fund sales commissions. The Department 
and the Service have not modified or re¬ 
vised this position, notwithstanding the 
contrary views expressed in several of 
the applications for class exemption. 

Exemption lor services. Section 408*bi 
(2) of the Act and section 4975*d) <2) of 
the Code provide an exemption from the 
prohibited transaction provisions for. as 
here'relevant, the provision of services to 
plans by parties in interest and disquali¬ 
fied persons If certain conditions are met. 
By notices published In the Federal Reg¬ 
ister on July 30. 1976 (41 FR 31838. 
31874). the Service and the Department 
proposed regulations. 26 CFR 54.4975-6 
and 29 CFR 2550.408b-2. designed to 
clarify the scope and conditions of these 
statutory exemptions. 

Among other things, the proposed 
regulations indicate that the statutory 
exemptions cover ail parties In interest 
and disqualified persons, including plan 
fiduciaries. Thus, the services provided 
to plans by persons who are insurance 
agents or brokers, pension consultants, 
or mutual fund principal underwriters 
would be covered by the exemption set 
forth in section 408<b> (2) of the Act and 
section 4975(d) (2) of the Code, whether 
or not such persons are plan fiduciaries, 
if the arrangements under which such 
persons provide services to plans satisfy 
the provisions of the regulations under 
sections 408(b)(2) of the Act and 4975 
«dH2> of the Code. To the extent that 
an insurance agent or broker, pension 
consultant, or mutual fund principal un¬ 
derwriter is not a fiduciary, he or she 
may rely on the statutory exemption 
contained in sections 408(b)(2) of the 
Act and 4975(d)(2) of the Code or on 
this exemption, if granted. 

The proposed regulations also provide 
that the statutory exemption covers only 
the furnishing of services and not the 
prohibitions against certain fiduciary 
conduct described in section 406(b) or 
the Act and section 4975(C)(1) <E) and 
<F) of the Code that might be present in 
the arrangement for the furnishing of 
services to a plan. The proposed regula¬ 
tions indicate, however, that If the ar¬ 
rangements for the provision of services 
to a plan by a fiduciary are arranged and 
approved on behalf of the plan by a sec¬ 
ond fiduciary who Is independent of and 
unrelated to the fiduciary providing the 
services, the fiduciary/service provider 
would not be considered to be dealing 
with plan assets in his own interest or 
for his own account in contravention of 
section 406(b)(1) of the Act and section 
4975(c) (1) <E) of the Code. Interested 
persons arc directed, however, to the 
notice of hearing on the proposed regu¬ 
lations under section 408<b>(2) of the 
Act and section 4975*d»(2) of the Code 
and this pending class exemption, which 
notice appears elsewhere in this issue of 
the Federal Register, for a further ex¬ 
planation of the view's of the Depart¬ 
ment and the Service with respect to the 
effect of the approval of n second fidu¬ 


ciary m situations where the fiduciary, 
service provider might be considered to 
be dealing with plan assets in his own 
interest or for his own account. 

In connection with this notice of pen¬ 
dency of exemption, the Department and 
the Service wish to emphasize that sat¬ 
isfaction of the conditions of the pending 
class exemption will not permit a bread i 
of the general fiduciary responsibility 
provisions of section 404 of the Act or 
excuse a violation of the "exclusive bene¬ 
fit of employees" requirement contained 
in section 401(a) of the Code. Such 
breach or violation might occur, for ex¬ 
ample, if a fiduciary with respect to the 
plan recommends or causes the plan to 
select a rundlng medium or Investment 
which, under the particular circum¬ 
stances. is not suitable for. the plan 
Thus, in the circumstances of a given 
case, an Insurance agent who is a fidu¬ 
ciary with respect to a plan might be 
found to have breached his fiduciary' re¬ 
sponsibilities under section 404 of the Act 
and to have caused the plan to violate 
section 401(a) of the Code if he caused 
the plan to purchase Individual Insur¬ 
ance or annuity policies or other high 
commission products when similar bene¬ 
fits or protections could have been se¬ 
cured at a lesser cost to the plan (i.e.. for 
lower premiums) under a group policy 

Further, while receipt of the disclosure 
required by the conditions of the exemp¬ 
tion set forth below Is expected to aid 
plan fiduciaries to evaluate recommenda¬ 
tions made by persons selling insurance 
or mutual fund shares to the plan, sue!: 
fiduciaries must still determine that the 
purchase of ony insurance product or 
mutual fund shares for the plan satisfies 
the general fiduciary responsibility pro¬ 
visions of section 404<a)(l) of the Act 
Such determination would require the 
evaluation of various factors not ad¬ 
dressed in this exemption, such as. for 
example, whether the insurance product 
or mutual fund shares are on appropri¬ 
ate funding medium or Investment for 
the particular plan involved. 

General information . The attention of 
Interested persons Is directed to the fol¬ 
lowing: 

(li The fact that a transaction is the 
subject of an exemption granted under 
section 408«a) of the Act and section 
4975<c>(2) of the Code does not relieve 
a fiduciary or other party In interest or 
disqualified person with respect to a plan 
to which the exemption Is applicable 
from certain other provisions of the Act 
and the Code, including any prohibited 
transaction provisions to which the ex¬ 
emption does not apply and the general 
fiduciary responsibility provisions of sec¬ 
tion 404 of the Act which, among other 
things, require a fiduciary to discharge 
his duties respecting the plan solely in 
the interest of the plan's participant* 
and beneficiaries and in a prudent fash¬ 
ion In accordance with section 404(a) (1) 
(B) of the Act; nor does it affect the 
requirement of section 401(a) of the 
Code that a plan must operate for the 
exclusive benefit of the employees of the 
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employer maintaining the plan and their 
beneficiaries. 

(2) Before an exemption may be 
granted under section 408(a) of the Act 
and section 4975(c)(2) of the Code, the 
Department and the Service must find 
that the exemption is administratively 
feasible, in the interests of the plan or 
plans and of their participants and bene¬ 
ficiaries, and protective of the rights of 
participants and beneficiaries of such 
plan or plans. 

<3> The pending exemption, if granted, 
will be supplemental to. and not in dero¬ 
gation of, any other provisions of the 
Act and the Code, including statutory 
exemptions and transitional rules. Fur¬ 
thermore. the fact that a transaction Is 
subject to an administrative or statutory 
exemption or transitional rule is not dis¬ 
positive of whether the transaction is in 
fact a prohibited transaction. 

(4) If granted, the pending class ex¬ 
emption will be applicable to a particu¬ 
lar transaction only if the transaction 
satisfies the conditions specified in the 
class exemption. 

(5) The applications for exemption re¬ 
ferred to herein are available for public 
Inspection in the Public Documents Room 
of Pension and Welfare Benefit Pro¬ 
grams. U.S. Department of Labor. Room 
N-4677. 200 Constitution Avenue, N.W., 
Washington. D.C., 20210 and In the In¬ 
ternal Revenue Service National Office 
Heading Room. Room 1565. 1111 Consti¬ 
tution Avenue, N.W., Washington. D.C. 
20224. 

All interested persons are invited to 
submit written comments on the pending 
class exemption set forth herein. In order 
to receive consideration, such comments 
should be received by the Department of 
Labor on or before January 27, 1977. 

By notice appearing elsewhere in this 
Issue of the Federal Register, the De¬ 
partment and the Service have an¬ 
nounced that a public hearing will be 
held on February 14. 1977 with respect to 
the proposed class exemption and with 
respect to proposed regulations of the 
Deportment and the Service under sec¬ 
tions 408(b)(2), 408(b)(4). 408(b)(6), 
408(c)(2) and 414(c)(4) of the Act and 
sections 4975(d) (2), (4), (6) and (10) of 
the Code and 2003(c) (2) (D> of the Act, 
published in the Federal Register on 
July 30. 1976 (41 FR 31838. 31874). These 
proposed regulations relate to the provi¬ 
sion of services and office space to plans, 
the investment of plan assets in bank de¬ 
posits. the provision of bank ancillary 
services to plans, and the transitional 
rule for the provision of services to plans 
until June 30.1977. 

All written comments on the pending 
class exemption (at least six copies) 
should be addressed to Office of Regula¬ 
tory Standards and Exceptions, Pension 
and Welfare Benefit Programs. UB. De¬ 
partment of Labor. Room 04526, Wash¬ 
ington. D.C., 20216, Attention: Appli¬ 
cation No. D-163. All such comments will 
be made part of the record, and will be 
available for public inspection at the 
Public Documents Room of Pension and 
Welfare Benefit Programs, U.8. Depart¬ 
ment of Labor, Room N-4677. 200 Con¬ 


stitution Avenue. N.W., Washington, D.C. 
20210, and at the Internal Revenue Serv¬ 
ice National Office Reading Room. Room 
1565, 1111 Constitution Avenue. N.W., 
Washington. D.C. 20224. 

Pending Exemption 

Based on the applications referred to 
above, the Department and the Service 
have under consideration the granting of 
the following class exemption under the 
authority of section 408(a) of the Act 
and section 4975(c)(2) of the Code and 
in accordance with the procedures set 
forth in ERISA Procedure 75-1 (40 FR 
18471, April 28. 1975) and Rev. Proc. 
75-26, 1975-1 C.B. 722: 

Section I—Introduction. Effective Jan¬ 
uary l, 1975, the restrictions of sections 
406(a)(1)(A) through (D) and 406(b) 
of the Act and the taxes Imposed by sec¬ 
tion 4975(a) and (b) of the Code, by rea¬ 
son of section 4975(c)(1) of the Code, 
shall not apply to the transactions de¬ 
scribed in section n of this exemption, 
provided that the conditions set forth in 
section HI of this exemption are met 

Section II — Transactions . (a) The re¬ 
ceipt of sales commissions from an insur¬ 
ance company, directly or indirectly, by 
an insurance agent or broker or a pen¬ 
sion consultant in connection with the 
purchase of insurance contracts or an¬ 
nuities with plan assets when such In¬ 
surance agent or broker or pension con¬ 
sultant is a service provider or fiduciary 
with respect to the plan. 

(b) The receipt of sales commissions 
by a principal underwriter for an Invest¬ 
ment company registered under the In¬ 
vestment Company Act of 1940 (herein¬ 
after referred to as a "mutual fund") In 
connection with the purchase of mutual 
fund shares with plan assets when such 
principal underwriter is a fiduciary or 
service provider with respect to the plan. 

(c) The execution by an insurance 
agent or broker or pension consultant of 
a transaction for the purchase of insur¬ 
ance contracts or annuities with plan as¬ 
sets from an insurance company when 
such Insurance agent or broker or pen¬ 
sion consultant is a fiduciary or service 
provider with respect to the plan and, in 
connection with the execution of such 
transaction, is acting as the agent of the 
Insurance company. 

(d) The purchase of insurance con¬ 
tracts or annuities with plan assets from 
an insurance company which is a party 
in interest or disqualified person (in¬ 
cluding a fiduciary) with respect to the 
plan solely by reason of providing serv¬ 
ices directly or indirectly to the plan, or 
which, by reason of a relationship de¬ 
scribed in section 3(14) (O). (H) or (I) 
of the Act or section 4975(e)(2) (O). 
(H> or (I) of the Code to an Insurance 
agent or broker or a pension consultant. 
Is a service provider or a fiduciary with 
respect to the plan. 

(e) The purchase of mutual fund 
shares with plan assets from, or the sale 
of such shares to. a mutual fund or a 
principal underwriter with respect to a 
mutual fund, when such mutual fund or 
principal underwriter, or both, are par¬ 
ties In Interest or disqualified persons 


(including fiduciaries) with respect to 
the plan by reason of providing services, 
directly or Indirectly, to the plan. 

Section III—Conditions, (a) The in¬ 
surance agent or broker, pension con¬ 
sultant. insurance company, mutual fund 
or principal underwriter referred to in 
any of the paragraphs of section II above 
does not have any authority on behalf 
of the plan to retain or terminate the 
provision of services of such insurance 
agent or broker, pension consultant, in¬ 
surance company, mutual fund or prin¬ 
cipal underwriter for the plan. 

(b) Each of the transactions described 
in section II above, and any transactions 
in connection therewith for the purchase 
of insurance contracts or annuities or 
mutual fund shares with plan assets or 
the sale of mutual fund shares, is: 

(1) On terms at least as favorable to 
the plan as an arm’s-length transaction 
with an unrelated party would be; and 

(2) Prior to the execution of the trans¬ 
action. approved in writing on behalf of 
the plan by a fiduciary who is not an af¬ 
filiate of the Insurance agent or broker, 
pension consultant, insurance company, 
mutual fund, mutual fund principal un¬ 
derwriter. or mutual fund investment 
adviser and who does not receive, directly 
or indirectly, any compensation or other 
consideration for his or her own personal 
account in connection with any such 
transaction. Such approval must be 
based. In port, on the Information dis¬ 
closed pursuant to paragraph (e> of this 
section. 

(c) The total of all fees and other con¬ 
sideration received by such insurance 
agent or broker. Insurance company, pen¬ 
sion consultant, or mutual fund princi¬ 
pal underwriter for the rendering of serv¬ 
ices to the plan, plus commissions re¬ 
ceived in connection with the purchase of 
insurance contracts or annuities or mu¬ 
tual fund shares with plan assets, is not 
in excess of "reasonable compensation" 
within the contemplation of sections 408 
(b) (2) and 408(c) (2) of the Act and sec¬ 
tions 4975(d) (2) and 4975(d) (10) of the 
Code. 

(d) With respect to any purchase of in¬ 
surance contracts or annuities or mutual 
fund shares referred to In paragraphs 
(a), (b) and (c) of section n above, the 
insurance agent or broker, pension con¬ 
sultant, or mutual fund principal under¬ 
writer referred to In any of such para¬ 
graphs: 

(1) Is a party ii\ interest or disquali¬ 
fied person (Including a fiduciary) with 
respect to the plan solely by reason of 
the provision of consultative, adminis¬ 
trative or investment advisory services to 
the plan ; and 

(2) Effects the purchase of insurance 
or mutual fund shares in the ordinary 
course of its business as an Insurance 
agent or broker, pension consultant, or 
mutual fund principal underwriter. 

(e) With respect to any purchase of in¬ 
surance contracts or annuities or mutual 
fund shares referred to In paragraphs 
(a). <b> and (c) of section n above, or 
any contract or agreement for such a 
purchase which is executed more than 60 
days after the date of granting of this 
exemption, the Insurance agent or brok- 
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er. pension consultant or mutual fund 
principal underwriter provides to the fi¬ 
duciary referred to in paragraph (b) (2) 
of this section, prior to the written ap¬ 
proval described In paragraph (b)(2). 
written disclosure of the following In¬ 
formation and such fiduciary acknowl¬ 
edges receipt of such written disclosure 
In writing: 

(1) The names of all insurance com¬ 
panies and mutual funds with respect to 
which such insurance agent or broker, 
pension consultant or mutual fund prin¬ 
cipal underwriter is an affiliate, and a 
description of the nature of such affilia¬ 
tion. 

(2) The amount of any sales commis¬ 
sions that will be received, directly or in¬ 
directly. by the soliciting agent In con¬ 
nection with the purchase of any Insur¬ 
ance contracts or annuities or mutual 
fund shares which are recommended by 
the soliciting agent for purchase with 
plan assets. In the case of insurance, 
commissions should be disclosed as a 
percentage of gross premium payments 
for both first-year sales commissions and 
renewal commissions, if any. In the case 
of mutual funds, sales commissions 
should be disclosed as a percentage of 
the dollar amount of the plan't invest¬ 
ment. 

(3) With respect to any insurance con¬ 
tracts or annuities or mutual fluid shares 
which are recommended by the soliciting 
agent, (I) if the soliciting agent has re¬ 
ceived any special instructions with re¬ 
spect to soliciting purchases of such con¬ 
tracts. annuities or shares (other than 
with respect to describing the character¬ 
istics of such contracts, annuities or 
shares) from any Insurance agent or 
broker, pension consultant, insurance 
company, mutual fund, or principal 
underwriter, a description of such in¬ 
structions. <ii> if the soliciting agent has 
a special Incentive arrangement (other 
than the receipt of sales commissions) in 
connection with the sale of such insur¬ 
ance contracts or annuities or mutual 
fund shares, a statement that the solicit¬ 
ing agent has such on arrangement and. 
If requested by the aforementioned fidu¬ 
ciary. a description of such arrangement, 
and (ill) if the soliciting agent or an In¬ 
surance agent or broker, pension con¬ 
sultant or mutual fund principal under¬ 
writer for which the soliciting agent is an 
employee has. for any of its three taxable 
years prior to the making of such recom¬ 
mendation by the soliciting agent, re¬ 
ceived more than 20 percent of its gross 
commissions from all sales of Insurance 
or mutual fund shares for any such year 
from the Insurance company or mutual 
fund whose insurance contract, annuity 
or shares are recommended, the soliciting 
agent must disclose such facts. 

Once the disclosures required by this 
paragraph (e) have been made to the 
fiduciary described in paragraph <b)<2> 
of this section with respect to the pur¬ 
chase of insurance contracts or annuities 
or mutual fund shares, no further dis¬ 
closure need be made with respect to ad¬ 
ditional purchases of such contracts, an¬ 
nuities. or shares with plan assets with¬ 
in three years subsequent to such dis¬ 


closure, unless the commission or special 
incentive arrangement with respect to 
such additional sales of such contracts, 
annuities or shares is materially different 
from that for which the disclosure was 
made, or the contract, annuity or mutual 
fund Is materially different from that for 
which the disclosure was made. 

(f) Such records as are necessary to 
enable the persons described in para¬ 
graph (g) of this section to determine 
whether the conditions of this exemption 
have been met shall be maintained for a 
period of six years from the date of any 
transaction described in section II above, 
except that: 

(1) Tills paragraph <f) and para¬ 
graph (g) below shall not apply to 
transactions effected prior to 60 days 
subsequent to the date of granting of 
this exemption; and 

(2) A prohibited transaction will not 
be deemed to have occurred if, due to 
circumstances beyond the control of the 
plan fiduciaries, or of such Insurance 
agent or broker, pension consultant, 
mutual fund principal underwriter or 
insurance company, such records are lost 
or destroyed prior to the end of such six- 
year period. 

For transactions described in para¬ 
graphs (a) and <c) of section II above, 
such records shall be maintained by the 
insuranace agent or broker or pension 
consultant: for transactions described In 
paragraphs <b) and (e) of section n 
above, such records shall be maintained 
by the principal underwriter of the 
mutual fund: and for transactions de¬ 
scribed in paragraph (d) of section n 
above, such records shall be maintained 
by the insurance company. 

<g) Notwithstanding anything to the 
contrary in subsections (a)(2) and <b> 
of section 604 of the Act. the records re¬ 
ferred to in paragraph (f) of this sec¬ 
tion are unconditionally available for 
examination during normal business 
hours by duly authorized employees or 
representatives of (1) the Department 
ofof Labor, (2) the Internal Revenue 
Service, (3) plan participants and bene¬ 
ficiaries, (4) any employer of plan 
participants and beneficiaries, and <6) 
any employee organization any of whose 
members are covered by the plan. 

Section rV—Definitions. For purposes 
of this exemption: 

(a) The term "principal underwriter’ 4 
is defined in the same manner as that 
term is defined In section 2(a) (29) of the 
Investment Company Act of 1940 (15 
D.8.C. 80a-2(a) (29)). 

<b) The terms "fiduciary", "service 
provider", "insurance agent or broker," 
"pension consultant". "Insurance com¬ 
pany", "mutual fund’*, and "principal 
underwriter" include such persons and 
any affiliates thereof. 

(c) The terra "soliciting agent" means 
the individual who solicits the purchase 
of the Insurance contract or annuity or 
the purchase of mutual fund shares. 

<d> The term "affiliate” of a person 
includes: 

(1) Any person directly or indirectly 
controlling, controlled by. or under com¬ 
mon control with such person; 


<2) Any officer, director, partner, em¬ 
ployee or relative of such person; and 

(3) Any corporation or partnership of 
which such person is an officer, director, 
partner, or employee. 

<e) The term "control" means the 
power to exercise a controlling influence 
over the management or policies of a 
person other than an individual. 

(f> the term "relative" means a "rela¬ 
tive" as that term is defined in section 
3< 15» of the Act (or a "member of the 
family" as that term is defined in sec¬ 
tion 4975(e)(6) of the Code), or a 
brothci*. a sister, or a spouse of a brother 
or a sister. 

(g) The term "special incentive ar¬ 
rangement" means an arrangement 
whereby consideration is available or 
payable (directly or indirectly) to a so¬ 
liciting agent because of the Insurance 
agent’s or broker’s, pension consultant’s, 
or mutual fund principal underwriter's 
contractual relationship with an insur¬ 
ance company or mutual fund, and not 
an arrangement whereby consideration 
is available to any soliciting agent who 
sells a product of that Insurance com¬ 
pany or mutual fund. 

Signed at Washington. D C., this 22d 
day of December. 1976. 

Donald C. Alexander. 

Commissioner of Internal Revenue , 

William J. Chadwick. 

Administrator of Pension and Wel- 
fare Benefit Programs, U.S. De¬ 
partment of Labor. 

\m Doc 76-35233 Piled 12 25 76.8:45 Ami 

(Norn-Thin document U being reprinted 
entirely without change from the torn# of 
Wednesday, December 2D. 1976.) 


Office of Federal Contract Compliance 
Programs 

FEDERAL ADVISORY COMMITTEE FOR 
HIGHER EDUCATION EQUAL EMPLOY 
MENT OPPORTUNITY PROGRAMS 

Meeting 

On January 28, 1976, The Secretary of 
Labor announced in the Federal Regis¬ 
ter (41 CFR 4081) the establishment of 
the Federal Advisory Committee for 
Higher Education Equal Employment 
Opportunity Programs. The first meet¬ 
ing of this Advisory Committee was held 
on February 27, 1976 (41 CFR 5880* 
Pursuant to the Federal Advisory Com¬ 
mittee Act (6 U8.C. App. I. Supp II 
1972). notice is hereby given that the 
ninth meeting of the above committee 
has been scheduled for 10:00 AM on 
January 31. 1977, in Room S-3215 
• A3.C.), New Department of Labor 
Building. 200 Constitution Avenue, N.W 
Washington, D.C. 20210. 

The agenda for the January 31, meet¬ 
ing calls for the continued effectiveness 
of Affirmative Action Programs in Higher 
Education. 

The meeting will be open to the public. 
Interested persons wishing to file docu¬ 
ments or other material with the Com¬ 
mittee for its consideration may do so 
by sending them to the Committee's 
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Executive Secretary: David O. Speck, 
Executive Secretary. Office of Federal 
Contract Compliance Programs. Federal 
Advisory Committee for Higher Educa¬ 
tion Equal Employment Opportunity 
Programs. New U.S. Department of Labor 
Building, Room C-3325. Washington. 
D.C. 20210. 

Signed at Washington. D.C. this 4th 
day of January. 1977. 

Dr. David G. Sprck. 

Executive Secretary . 

JFR Doc.77 068 Filed 1-8-77:8:45 am) 


Office of the Secretary 

|TA-W-l,468| 

ALLIED CHEMICAL CORP. 

Investigation Regarding Certification of Eli* 

gibiiity To Apply for Worker Adjustment 

Assistance 

On December 15. 1D78 the Department 
of Labor received a petition doted No¬ 
vember 15, 1976 which was died under 
section 221 <a> of the Trade Act of 1974 
("the Act*') by the United 8teclworkers 
of America on behalf of the workers and 
former workers of Semet-Solvay Divi¬ 
sion. Detroit Mich., of Allied Chemical 
Corp.. Morristown, New Jersey (TA¬ 
W-1.458). Accordingly, the Director. Of¬ 
fice of Trade Adjustment Assistance. Bu¬ 
reau of International Labor Affairs, has 
instituted no investigation as provided 
in section 221(a) of the Act and 29 CFR 
90.12. 

The purpose of the Investigation is to 
determine whether absolute or relative 
increases of Imports of articles like or 
directly competitive with coke produced 
by Allied Chemical Corporation or an 
appropriate subdivision thereof have 
contributed importantly to an absolute 
decline in sales or production, or both, 
of such firm or subdivision and to the 
actual or threatened total or partial 
c eporation of a significant number or 
proportion of the workers of such firm 
or subdivision. The investigation will 
further relate, as appropriate, to the 
determination of the date on which 
total or partial separations began or 
threatened to begin and the subdivision 
of the firm involved. A group meeting 
the eligibility requirements of section 
222 of the Act will be certified as eligible 
to appl;- for adjustment assistance under 
Title II. Chapter 2. of the Act in ac¬ 
cordance with the provisions of Subpart 
B of 29 CPR Part 99. 

Pursuant to 29 CFR 90.13. the petition¬ 
er or any other person allowing a sub¬ 
stantial Interest In the subject matter of 
the investigation may request a public 
hearing, provided such request Is filed in 
writing with the Director. Office of Trade 
Adjustment Assistance, at the address 
shown below, not later than January 17. 
1977. 

Interested persons arc Invited to sub¬ 
mit written comments regarding the sub¬ 
ject matter of this Investigation to the 
Director. Office of Trade Adjustment As¬ 
sistance. at the address shown below, not 
later than January 17. 1977. 


The petition filed In this case Is avail¬ 
able for Inspection at the Office of the 
Director. Office of Trade Adjustment As¬ 
sistance, Bureau of International Labor 
Affairs. US. Department of Labor, 200 
Constitution Avenue, N.W., Washington, 
D.C. 20210. 

Signed at Washington. D.C. this 15th 
day of December 1976. 

Marvin M. Poors. 

Director, Office of 
Trade Adjustment Assistance. 

|FR Doc.77-600 FlicC 1-0-77; 8: 45 shj| 


JTA-W-1.454J 

ARMCO STEEL CORP. 

Investigation Regarding Certification of Eli¬ 
gibility To Apply for Worker Adjustment 
Assistance 

On December 15. 1976 the Department 
of Labor received a petition dated No¬ 
vember 15. 1976 which was filed under 
section 221 fa) of the Trade Act of 1974 
(“the Act") by the United Steelworkers 
of America on behalf of the workers and 
former workers of Sand Springs Works. 
Sand Springs. Oklahoma of Armco Steel 
Corporation. Middletown, Ohio (TA-W- 
1.4541. Accordingly, the Director, Office 
of Trade Adjustment Assistance. Bureau 
of International Labor Affairs, has insti¬ 
tuted an investigation os provided in sec¬ 
tion 221(a) of the Act and 29 CFR 90.12. 

The purpose of the investigation is to 
determine whether absolute or relative 
Increases of Imports of articles like or 
directly competitive with coke produced 
by Armco Steel Corporation or an appro¬ 
priate subdivision thereof have contrib¬ 
uted Importantly to an absolute decline 
In sales or production, or both, of such 
firm or subdivision and to the actual or 
threatened total or partial separation of 
a significant number or proportion of the 
workers of such firm or subdivision. The 
investigation will further relate, as ap¬ 
propriate. to the determination of the 
date on which total or partial separations 
began or threatened to begin and the 
subdivision of the firm Involved. A group 
meeting the eligibility requirements of 
section 222 of the Act will be certified 
as eligible to apply for adjustment assist¬ 
ance under Title n. Chapter 2. of the Act 
in accordan ce wi th the provisions of Sub- 
part B of 29 CFR Part DO. 

Pursuant to 29 CFR 90.13. the peti¬ 
tioner or any other person showing a 
substantial Interest In the subject matter 
of the investigation may request a public 
hearing, provided such request Is filed In 
writing with the Director. Office of Trade 
Adjustment Assistance, at the address 
shown below, not later than January 17, 
1977. 

Interested persons are invited to sub¬ 
mit written comments regarding the sub¬ 
ject matter of this investigation to the 
Director. Office of Trade Adjustment As¬ 
sistance. at the address shown below, not 
later than January 17.1977. 

The petition filed In this case is avail¬ 
able for Inspection at the Office of the 
Director, Office of Trade Adjustment As¬ 


sistance. Bureau of International Labor 
Affairs. UB. Department of Labor, 200 
Constitution Avenue. N.W., Washington. 
D.C. 20210. 

Signed at Washington. D.C, this 15th 
day of December 1976. 

Marvin M. Poors, 
Director, Office of Trade 
Adjustment Assistance . 

|FR Doc.77-661 Filet 1-6-77.8:45 am] 


[TA-W-1,4551 

ARMCO STEEL CORP. 

Investigation Regarding Certification of Eli¬ 
gibility To Apply for Worker Adjustment 

Assistance 

On December 15. 1976 the Department 
of Labor received a petition dated No¬ 
vember 15, 1976 which was filed under 
section 221(a) of the Trade Act of 1974 
(“the Act") by the United Steelworkers 
of America on behalf of the workers and 
former workers of Marlon Works. Mar¬ 
ion. Ohio, of Armco Steel Corporation, 
Middletown. Ohio (TA-W-1.455). Ac¬ 
cordingly. the Director. Office of Trade 
Adjustment Assistance, Bureau of Inter¬ 
national Labor Affairs, has instituted an 
investigation as provi ded in section 221 
(a) of the Act and 29 CFR 90.12. 

The purpose of the Investigation is to 
determine whether absolute or relative 
Increases of Imports of articles like or 
directly competitive with carbon steel 
bars, rebars, fenceposts A sign posts pro¬ 
duced by Armco 8tce! Corporation or an 
appropirate subdivision thereof have 
contributed Importantly to an absolute 
decline In sales or production, or both, of 
such firm or subdivision and to the ac¬ 
tual or threatened total or partial sep¬ 
aration of a significant number or pro¬ 
portion of the workers of such firm or 
subdivision. The investigation will further 
relate, os appropirate. to the determina¬ 
tion of the date on which total or partial 
separations began or threatened to be¬ 
gin and the subdivision of the firm in¬ 
volved. A group meeting the eligibility 
requirements of section 222 of the Act 
will be certified as eligible to apply for 
adjustment assistance under Title IT. 
Chapter 2, of the Act In accordance with 
the provisions of Subpart B of 29 CFR 
Part 90. 

Pursuant to 29 CFR 90.13. the peti¬ 
tioner or any other person showing a sub¬ 
stantial Interest in the subject matter of 
the investigation may request a public 
hearing, provided such request is filed 
In writing with the Director. Office of 
Trade Adjustment Assistance, at the ad¬ 
dress show below, not later than January 
17.1977. 

Interested persons are Invited to sub¬ 
mit written comments regarding the sub¬ 
ject matter of this tnvestlgaton to the 
Director, Office of Trade Adjustment As¬ 
sistance, at the address shown below, not 
later than January 17, 1*77. 

The petition filed In this case 1$ avail¬ 
able for Inspection at the Office of the 
Director. Office of Trade Adjustment As- 
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sLstance. Bureau of International Labor 
Affairs, U.S. Department of Labor, 200 
Constitution Avenue, N.W., Washington. 
DC. 20210. 

Signed at Washington. D C., this 15th 
day of December 1976. 

Marvin M. Pooks. 
Director, Office of Trade 
Adjustment Assistance. 
|FR Doc 77-662 Pllod I-6-77:8:45 am| 


200 Constitution Avenue. N.W., Wash¬ 
ington. D.C. 20210. 

Signed at Washington. D.C., this 15th 
day of December 1976. 

Marvin M. Poors, 
Director , Office of Trade 
Adjustment Assistance. 
|FH Doc 77-663 PUed 1-0-77:8 46 am) 


ITA-W-1.465J 


Signed at Washington. D.C., thL* 20th 
day of December 1976. 

Marvin M. Poors. 

Db ector, Office of Trade 
Adjustment Assistant r 

|PR Doc 77-664 Filed 1-6-77:8:45 ami 


ITA-W-1.4821 

CALUMET STEEL CO. 

investigation Regarding Certification of Eli¬ 
gibility To Apply for Worker Adjustment 

Assistance 

On December 20. 1976 the Department 
of Labor received a petition dated De¬ 
cember 3.1976 which was filed under sec¬ 
tion 221(a) of the Trade Act of 1974 
("the Act") by the United 8teelworker* 
of America on behalf of the workers and 
former workers of Calumet Steel Com¬ 
pany. Chicago Heights, Illinois (TA-W- 
1,482). Accordingly, the Director, Office 
of Trade Adjustment Assistance. Bureau 
of International Labor Affairs, has in¬ 
stituted an investigation as provided in 
section 221(a) of the Act and 29 CFR 
90.12. 

The purpose of the investigation Is to 
determine whether absolute or relative 
Increases of imports of articles like or 
directly competitive with hot rolled car¬ 
bon steel bars, rounds, squares, angles 
and flats produced by Calumet Steel 
Company or an appropriate subdivision 
thereof have contributed Importantly to 
an absolute decline in sales or produc¬ 
tion. or both, of such firm or subdivision 
and to the actual or threatened total or 
partial separation of a significant num¬ 
ber or proportion of the workers of such 
Arm or subdivision. The investigation 
will further relate, as appropriate, to the 
determination of the date on which total 
or partial separations began or threat¬ 
ened to begin and the subdivision of the 
firm involved. A group meeting the eli¬ 
gibility requirements of section 222 of 
the Act will be certified as eligible to 
apply for adjustment assistance under 
Title 13. Chapter 2. of the Act in accord- 
an ce wi th the provisions of 8ubpart B of 
29 CFR Part 90. 

Pursuant to 29 CFR 90.13. the peti¬ 
tioner or any other person showing a sub¬ 
stantial interest in the subject matter of 
the investigation may request a public 
hearing, provided such request is filed in 
writing with the Director. Office of Trade 
Adjustment Assistance, at the addro^ 
shown below, not later than January 17. 
1977. 

Interested persons are invited to sub¬ 
mit written comments regarding the sub¬ 
ject matter of this investigation to the 
Director, Office of Trade Adjustment As¬ 
sistance, at the address shown below, not 
later than January 17, 1977. 

The petition filed in this case is avail¬ 
able for inspection at the Office of the Di¬ 
rector, Office of Trade Adjustment Assist¬ 
ance, Bureau of International Labor Af¬ 
fairs. U.8. Department of Labor, 200 Con¬ 
stitution Avenue. N.W., Washington. D.C. 
20210. 


|TA—W-1.456| 

ARMCO STEEL CORP. 

Investigation Regarding Certification of Eli¬ 
gibility To Apply for Worker Adjustment 
Assistance 

On December 15. 1976 the Department 
of Labor received a petition dated No¬ 
vember 15. 1976 which was filed under 
section 221(a) of the Trade Act of 1974 
("the Act") by the United 8teelworkers 
of America on behalf of the workers and 
former workers of Ambridge Works. Am- 
bridge, Pa. of Armco Steel Corp.. Middle- 
town. Ohio (TA-W-1.456). Accordingly, 
the Director. Office of Trade Adjustment 
Assistance. Bureau of International La¬ 
bor Affairs, has Instituted an investiga¬ 
tion as pro vided in section 221 (a) of the 
Act and 29 CFR 90.12. 

The purpose of the investigation is to 
determine whether absolute or relative 
Increases of imports of articles like or 
directly competitive with carbon & alloy 
seamless tube and couplings produced by 
Armco Steel Corporation or an appropri¬ 
ate subdivision thereof have contributed 
importantly to an absolute decline in 
sales or production, or both, of such firm 
or subdivision and to the actual or 
threatened total or partial separation of 
a significant number or proportion of the 
workers of such firm or subdivision. The 
investigation will further relate, as ap¬ 
propriate. to the determination of the 
date on which total or partial separa¬ 
tions began or threatened to begin and 
the subdivision of the firm involved. A 
group meeting the eligibility require¬ 
ments of section 222 of the Act will be 
certified as eligible to apply for adjust¬ 
ment assistance under Title n. Chapter 
2. of the Act In accordance with the pro¬ 
visions of 8ubpart B of 29 CFR Part 90. 

Pursuant to 29 CFR 90.13, the petition¬ 
er or any other person showing a sub¬ 
stantial interest in the subject matter 
of the investigation may request a pub¬ 
lic hearing, provided such request is filed 
in writing with the Director. Office of 
Trade Adjustment Assistance, at the 
address shown below, not later than 
January 17. 1977. 

Interested persons are invited to sub¬ 
mit written comments regarding the 
subject matter of this investigation to 
the Director, Office of Trade Adjustment 
Assistance, at the address shown below, 
not later than January 17. 1977. 

The petition filed in this case Is avail¬ 
able for inspection at the Office of the 
Director, Office of Trade Adjustment 
Assistance. Bureau of International La¬ 
bor Affairs. US. Department of Labor, 


ARMCO STEEL CORP. 

Investigation Regarding Certification of Eli¬ 
gibility To Apply for Worker Adjustment 

Assistance 

On December 20, 1976 the Department 
of Labor received a petition dated De¬ 
cember 3. 1976 which was filed under 
section 22Ka) of the Trade Act of 1974 
("the Act") by the United Steelworkers 
of America on behalf of the workers and 
former workers of Ashland Works, Ash¬ 
land. Kentucky of Armco Steel Corpora¬ 
tion, Middletown. Ohio (TA-W-1.465). 
Accordingly, the Director. Office of Trade 
Adjustment Assistance. Bureau of Inter¬ 
national Labor Affairs, has instituted an 
investigation a s provi ded i n section 221 
(a) of the Act and 29 CFR 90.12. 

The purpose of the investigation is to 
determine whether absolute or relative 
Increases of imports of articles like or 
directly competitive with sheets, plates 
strip slabs, & galvanized sheets, coils, and 
billets produced by Armco Steel Corpora¬ 
tion or an appropriate subdivision there¬ 
of have contributed importantly to an 
absolute decline in sales or production, 
or both, of such firm or subdivision and 
to the actual or threatened total or par¬ 
tial separation of a significant number 
or proportion of the workers of such firm 
or subdivision. The investigation will fur¬ 
ther relate, as appropriate, to the deter¬ 
mination of the date on which total or 
partial separations began or threatened 
to begin and the subdivision of the firm 
involved. A group meeting the eligibility 
requirements of section 222 of the Act 
will be certified as eligible to apply for 
adjustment assistance under Title U, 
Chapter 2, of the Act In accordance with 
the provisions of Subpart B of 29 CFR 
Part 90. 

Pursuant to 29 CFR 90.13. the peti¬ 
tioner or any other person showing a sub¬ 
stantial Interest In the subject matter of 
the investigation may request a public 
hearing, provided such request is filed in 
writing with the Director. Office of Trade 
Adjustment Assistance, at the address 
show below, not later than January 17. 
1977. 

Interested persons are invited to sub¬ 
mit wTitten comments regarding the sub¬ 
ject matter of this investigation to the 
Director, Office of Trade Adjustment As¬ 
sistance, at the address shown below, not 
later than January 17. 1977. 

The petition filed in this case is avail¬ 
able for inspection at the Office of the 
Director, Office of Trade Adjustment As¬ 
sistance, Bureau of International Labor 
Affairs, U.8. Department of Labor. 200 
Constitution Avenue, N.W., Washington. 
D.C. 20210, 
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Signed at Washington. D C., this 20th 
day of December 1976. 

Marvin M. Poors, 
Director, Office of Trade 
Adjustment Assistance. 

| PR Doc 77 065 Piled 1-9-77.0:45 ami 


TA-W-1.4 59 

CYCLOPS CORP. 

Investigation Regarding Certification of Eli¬ 
gibility To Apply for Worker Adjustment 

Assistance 

On December 15. 1976 the Department 
of Labor received a petition dated No* 
vember 15. 1976 which was filed under 
section 221(a) of the Trade Act of 1974 
•‘the Act”) by the United Steelworkers 
of America on behalf of the workers and 
former workers of Mansfield, Ohio plant 
of Cyclops Corporation, Pittsburgh, Pa. 
<TA-W-1,459>. Accordingly, the Direc¬ 
tor. Office of Trade Adjustment Assist* 
unce. Bureau of International Labor 
Affairs, has instituted an investigation as 
provided in section 221(a) of the Act and 
29 CFR 90.12. 

The purpose of the investigation is to 
determine whether absolute or relative 
increases of imports of articles like or di¬ 
rectly competitive with rolled carbon, 
silicon and stainless sheets produced by 
Cyclops Corporation or an appropriate 
subdivision thereof have contributed im¬ 
portantly to an absolute decline in sales 
or production, or both, of such firm or 
subdivision and to the actual or threat¬ 
ened total or partial separation of a sig¬ 
nificant number or proportion of the 
workers of such firm or subdivision. The 
investigation will further relate, as ap¬ 
propriate, to the determination of the 
date on which total or partial separations 
began or threatened to begin and the 
subdivision of the firm involved. A group 
meeting the eligibility requirements of 
section 222 of the Act will be certified as 
eligible to apply for adjustment assist¬ 
ance under Title n. Chapter 2. of the Act 
In accordance with the provisions of Sub- 
part B of 29 CFR Part 90. 

Pursuant to 29 CFR 90.13, the peti¬ 
tioner or any other person showing a 
substantial Interest in the subject mat¬ 
ter of the investigation may request a 
public hearing, provided such request is 
filed in writing with the Director. Office 
of Trade Adjustment Assistance, at the 
address shown below, not later than Jan¬ 
uary 17,1977. 

Interest persons are invited to submit 
written comments regarding the subject 
matter of this investigation to the Di¬ 
rector. Office of Trade Adjustment As¬ 
sistance, at the address shown below, 
not later than January 17,1977. 

The petition filed in this case is avail¬ 
able for inspection at the Office of the 
Director. Office of Trade Adjustment As¬ 
sistance, Bureau of International Labor 
Affairs, U.8. Department of Labor, 200 
Constitution Avenue, N.W., Washington, 
D C. 20210. 


Signed at Washington. D.C. this 15th 
day of December 1976. 

Marvin M. Fooks, 
Director , Office of 
Trade Adjustment Assistance. 
|FR Doc.77-066 Piled 1-0-77 8 45 am| 


[TA-W-1,353] 

HUNT VALVE COMPANY. INC. 

Investigation Regarding Certification of Eli¬ 
gibility To Apply for Worker Adjustment 
Assistance 

On December l, 1976 the Department 
of Labor received a petition dated No¬ 
vember 1, 1976 which was filed under 
Action 221 <a> of the Trade Act of 1974 
(“the Act") by the United Steelworkers 
of America on behalf of the workers and 
former workers of Hunt Valve Company. 
Inc.. Salem. Ohio (TA-W-1,353). Ac¬ 
cordingly, the Director. Office of Trade 
Adjustment Assistance, Bureau of In¬ 
ternational Labor Affairs, has instituted 
an investigation as provided in section 
221(a) of the Act and 29 CFR 90.12. 

The purpose of the investigation is to 
determine whether absolute or relative 
increases of Imports of articles like or 
directly competitive with carbon steel 
and stainless steel auto and hand hy¬ 
draulic and water valves produced by 
Hunt Valve Company. Inc. or an appro¬ 
priate subdivision thereof have contri¬ 
buted importantly to an absolute decline 
in sales or production, or both, of such 
firm or subdivision and to the actual or 
threatened total or partial separation of 
a significant number or proportion of 
the workers of such firm or subdivision. 
The investigation will further relate, as 
appropriate, to the determination of the 
date on which total or partial separa¬ 
tions began or threatened to begin and 
the subdivision of the firm involved. A 
group meeting the eligibility require¬ 
ments of section 222 of the Act will be 
certified as eligible to apply for adjust¬ 
ment assistance under Title n. Chapter 
2. of the Act in accordance with the pro¬ 
visions of Subpart B of 29 CFR Part 90. 

Pursuant to 29 CFR 90.13, the peti¬ 
tioner or any other person showing a 
substantial Interest in the subject mat¬ 
ter of the Investigation may request a 
public hearing, provided such request is 
filed in writing with the Director. Office 
of Trade Adjustment Assistance, at the 
address show*n below, not later than Jan¬ 
uary 17,1977. 

Interested persons are Invited to sub¬ 
mit written comments regarding the sub¬ 
ject matter of this investigation to the 
Director, Office of Trade Adjustment As¬ 
sistance, at the address show n below, not 
later than January 17.1977. 

The petition filed In this case is avail¬ 
able for inspection at the Office of the 
Director, Office of Trade Adjustment As¬ 
sistance. Bureau of International Labor 
Affairs. UB. Department of Labor. 200 
Constitution Avenue. N.W.. Washington. 
D.C. 20210. 
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Signed at W'ashington. D.C. this 1st 
day of December 1976. 

Marvin M. Fooks. 
Director. Office of 
Trade Adjustment Assistance . 
|FR Doc 77-667 Filed 1-6-77:8:45 am) 


ITA-W-1.475J 

INTERLAKE. INC. 

Investigation Regarding Certification of Eli¬ 
gibility To Apply for Worker Adjustment 

Assistance 

On December 20. 1976 the Department 
of Labor received a petition dated De¬ 
cember 3. 1976 which was filed under 
section 221(a) of the Trade Act of 1974 
(“the Act") by the United Steelworkers 
of America on behalf of the workers and 
former workers of the Riverdale. Illinois 
plant of Interlake, Inc., Oakbrook, Illi¬ 
nois (TA-W-1,475). Accordingly, the Di¬ 
rector. Office of Trade Adjustment As¬ 
sistance. Bureau of International Labor 
Affairs, has instituted an Investigation 
as provided in section 221(a) of the Act 
and 29 CFR 90.12. 

The purpose of the investigation is to 
determine whether absolute or relative 
increases of Imports of articles like or 
directly competitive with basic steel pro¬ 
duced by Interlake. Inc. or an appro¬ 
priate subdivision thereof have contrib¬ 
uted importantly to an absolute decline 
lit sales or production, or both, of such 
firm or subdivision and to the actual or 
threatened total or partial separation of 
a significant number or proportion of 
the workers of such firm or subdivision. 
Tlie Investigation will further relate, as 
appropriate, to the determination of tho 
date on which total or partial separa¬ 
tions began or threatened to begin and 
the subdivision of the firm involved. A 
group meeting the eligibility require¬ 
ments of section 222 of the Act will be 
certified as eligible to apply for adjust¬ 
ment assistance under Title II, Chapter 
2. of the Act in accordance with the pro¬ 
visions of Subpart B of 29 CFR Part 90. 

Pursuant to 29 CFR 90.13, the peti¬ 
tioner or any other person showing a 
substantial interest in the subject mat¬ 
ter of the investigation may request a 
public hearing, provided such request is 
filed in writing with the Director. Office 
of Trade Adjustment Assistance, at the 
address shown below, not later than Jan¬ 
uary 17. 1977. 

Interested persons are inivted to sub¬ 
mit written comments regarding the 
subject matter of this investigation to 
the Director. Office of Trade Adjustment 
Assistance, at the address shown below', 
not later than January 17, 1977. 

The petition filed in this case is avail¬ 
able for inspection at the Office of the 
Director. Office of Trade Adjustment As¬ 
sistance. Bureau of International Labor 
Affairs. U3. Department of Labor. 200 
Constitution Avenue. N.W.. Washington, 
D C. 20210. 


FEDERAL REGISTER, VOl 42 NO 5—FRIDAY, JANUARY 7, 1977 








NOTICES 


1.>3I 

Signed at Washington, DC, this 20th 
day of December 1076. 

Marvin M. Fooks. 
Director, Office of 
Trade Adjustment Assistance. 

I TO Doc 77 066 Filed l-A-77;8:45 sunt 


|TA-W-1,476| 

INTERLAKE, INC, 

Investigation Regarding Certification of Eli¬ 
gibility To Apply for Worker Adjustment 
Assistance 

On December 20. 1976 the Department 
of Labor received a petition dated De¬ 
cember 3. 1976 which was filed under 
section 221(a) of the Trade Act of 1074 
(-the Act") by the United Steelworkers 
of America on behalf of the workers and 
former workers of the Newport Works. 
Newport, Kentucky of Intcriake. Inc., 
Onkbrook, m. (TA-W-1,476). According¬ 
ly, the Director. Office of Trade Adjust¬ 
ment Assistance, Bureau of International 
Labor Affairs, has instituted an investi¬ 
gation as provided in section 221 *ai of 
the Act and 29 CFR 90.12. 

The purpose of the investigation is to 
determine whether absolute or relative 
increases of imports of articles like or 
directly competitive with basic steel pro¬ 
duced by Intcriake. Inc. or an appropri¬ 
ate subdivision thereof have contributed 
Importantly to on absolute decline In 
sales or production, or both, of such firm 
or subdivision and to the actual or 
threatened total or partial separation of 
a significant number or proportion of 
the workers of such firm or subdivision. 
The investigation will further relate, as 
appropriate, to the determination of the 
date on which total or partial separa¬ 
tions began or threatened to begin and 
the subdivision of the firm involved. A 
group meeting the eligibility require¬ 
ments of section 222 of the Act will be 
certified as eligible to apply for adjust¬ 
ment assistance under Title n. Chapter 
2, of the Act in accordance with the pro¬ 
visions of Subpart B of 29 CFR Part 90. 

Pursuant to 29 CFR 90.13, the peti¬ 
tioner or any other person showing a 
substantial Interest In the subject mat¬ 
ter of the investigation may request a 
public hearing, provided such request is 
filed in writing with the Director. Office 
of Trade Adjustment Assistance, at the 
address shown below, not later than Jan¬ 
uary 17. 1977. 

Interested persons ore invited to sub¬ 
mit wTitten comments regarding the sub¬ 
ject matter of this investigation to the 
Director, Office of Trade Adjustment As¬ 


sistance, at the address show n below. not 
later than January 17. 1977. 

The petition filed in tills case is avail¬ 
able for inspection at the Office of the 
Director, Office of Trade Adjustment As¬ 
sistance, Bureau of International Labor 
Affairs, U.8. Department of Labor 200 
Constitution Avenue. N.W., Washington. 
D.C. 20210. 

Signed at Washington. DC. thi* 20th 
day of December 1976. 

Marvin M. Fooks. 

Director. Office of 
Trade Adjustment Assistance 

|FR Doc,77-660 Filed 1-6 77:6 45 am \ 


JTA-W-1.4771 

INTERLAKE. INC. 

Investigation Regarding Certification of Eli¬ 
gibility To Apply for Worker Adjustment 
Assistance 

On December 20. 1976 the Department 
of Labor received a petition dated De¬ 
cember 3, 1976 which was filed under 
section 221(a) of the Trade Act of 1974 
("the Act**) by the United Steelworkers 
of America on behalf of the workers and 
former workers of the Chicago. Illinois 
plant of Intcriake. lnc_ Oak brook, Ill. 
(TA-W-i,477>. Accordingly, the Direc¬ 
tor. Office of Trade Adjustment Assist¬ 
ance, Bureau of International Labor Af¬ 
fairs. has instituted on investigation us 
provided in section 221 *a» of the Act and 
29 CFR 90.12. 

The purpose of the investigation is to 
determine whether absolute or relative 
increases of Imports of articles like or 
directly competitive with molten iron 
produced by Interlake. Inc. or an appro¬ 
priate subdivision thereof have con¬ 
tributed importantly to An absolute de¬ 
cline in sales or production, or both, of 
such firm or subdivision and to the ac¬ 
tual or threatened total or partial sep¬ 
aration of a significant number or pro¬ 
portion of the workers of such firm or 
subdivision. The investigation will fur¬ 
ther relate, as appropriate, to the deter¬ 
mination of the date on which total or 
partial separations began or threatened 
to begin and the subdivision of the firm 
Involved. A group meeting the eligibility 
requirements of section 222 of the Act 
will be certified as eligible to apply for 
adjustment assistance under Title II. 
Chapter 2, of the Act in accordance with 
the provisions of Subpart B of 29 CFR 
Part 90. 

Pursuant to 29 CFR 90.13, the peti¬ 
tioner or any other person showing a 


substantial interest in the subject mat¬ 
ter of the investigation may request a 
public hearing, provided such request is 
filed in writing with the Director, Office 
of Trade Adjustment Assistance, at the 
address shown below, not later than 
January 17. 1977. 

Interested persons axe Invited to sub¬ 
mit written comments regarding the sub¬ 
ject matter of thte investigation to the 
Director. Office of Trade Adjustment As¬ 
sistance. at the address shown below, not 
Uter than January 17, 1977, 

The petition filed In this case is avail¬ 
able for inspection at the Office of the 
Director, Office of Trade Adjustment 
Assistance, Bureau of International 
Labor Affairs, U.3. Dejiartment of Labor 
200 Constitution Avenue, N.W. Wash¬ 
ington, D.C. 20210. 

8tgncd at Washington. D.C., this 20th 
day* of December 1976. 

Marvin M. Poors 
Director . Office of Trade 
Adjustment Assistance 

l TO Doc,77-670 Piled l-6-?7;6:4S urnl 


|TA W-1.478J 

INTERLAKE, INC. 

Investigation Regarding Certification of Eli 
gibility To Apply for Worker Adjustment 
Assistance 

On December 20. 1976 the Department 
of Labor received a petition dated De¬ 
cember 3. 1976 which was filed under 
section 221ia) of the Trade Act of 1974 
«-the Act") by the United Steelworker 
of America on behalf of the workers and 
former workers of Toledo, Ohio plant of 
Interlake. Inc., Ookbrok, Ill. <TA-W- 
1,478). Accordingly, the Director. Office 
of Trade Adjustment Assistance. Bureau 
of International Labor Affairs, has in¬ 
stituted an investigation as provided In 
section 221(a) of the Act and 29 CFR 
90.12. 

The purpose of the investigation Is to 
determine whether absolute or relative 
increases of imports of articles like or 
directly competitive with molten iron 
produced by Interlake, Inc. or an appro¬ 
priate subdivision thereof have contri¬ 
buted importantly to an absolute decline 
in soles or production, or both, of such 
firm or subdivision and to the actual or 
threatened total or partial separation of 
a significant number or proportion of the 
workers of such firm or subdivision. The 
investigation will further relate, as ap¬ 
propriate. to the determination of the 
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date on which total or partial separations 
began or threatened to begin and the 
subdivision of the firm involved. A group 
meeting the eligibility requirements of 
section 222 of the Act will be certified as 
eligible to apply for adjustment assist¬ 
ance under Title n. Chapter 2. of the 
Act in accordan ce w ith the provisions of 
Subpart B of 29 CFR Part 90. 

Pursuant to 29 CFR 90.13. the peti¬ 
tioner or any other person showing a 
substantia) Interest in the subject matter 
of the investigation may request a public 
hearing, provided such request is filed in 
writing with the Director. Office of Trade 
Adjustment Assistance, at the address 
shown below, not later than January 17. 
1977. 

Interested persons are Invited to sub¬ 
mit wTitten comments regarding the sub¬ 
ject matter of this investigation to the 
Director. Office of Trade Adjustment As¬ 
sistance, at the address shown below, not 
later than January 17,1977. 

The petition filed In this case is avail¬ 
able for Inspection at the Office of the 
Director, Office of Trade Adjustment As¬ 
sistance. Bureau of International Labor 
Affairs. XJJ8. Department of Labor. 200 
Constitution Avenue. N.W., Washington, 
D C. 20210. 

Signed at Washington, D.C.. this 20th 
clay of December 1976. 

Marvin M. Fooks. 

Director, Office of Trade 
Adjustment Assistance. 

I m Doc.77-671 Filed 1-0-77:8 43 ain| 


[TA-W-1,479 | 

JONES & LAUGHLIN STEEL CORP. 

investigation Regarding Certification of Oi- 
yibility To ApRfy for Worker Adjustment 
Assistance 

On December 20. 1976 the Department 
of Labor received a petition dated De¬ 
cember 3. 1976 which was filed under sec¬ 
tion 221(a) of the Trade Act of 1974 
<*‘the Act") by the United Steelworkers 
of America on behalf of the workers and 
former workers of Hazelwood, Pennsyl¬ 
vania plant of Jones & Laughlin Steel 
Corp.. Pittsburgh, Pa. (TA-W-1.479L 
Accordingly, the Director, Office of Trade 
Adjustment Assistance, Bureau of Inter¬ 
national Labor Affairs, has instituted an 
investigation as provided in section 221 
(a > of the Act and 29 CFR 90.12. 

The purpose of the investigation is to 
determine whether absolute or relative 
increases of imports of articles like or 
directly competitive with cold finished 
bars produced by Jones k Laughlin Steel 
Corporation or an appropriate subdivi- 
>don thereof have contributed Impor¬ 
tantly to an absolute decline in soles or 
production, or both, of such firm or sub¬ 
division and to the actual or threatened 
total or partial separation of a signifi¬ 
cant number of proportion of the work¬ 
ers of such firm or subdivision. The in¬ 
vestigation will further relate, as appro¬ 
priate. to the determination of the date 
on which total or partial separations be¬ 
gan or threatened to begin and the sub- 


NOTICES 

division of the firm involved. A group 
meeting the eligibility requirements of 
section 222 of the Act will be certified as 
eligible to apply for adjustment assist¬ 
ance under Title n. Chapter 2. of the 
Act in accordance with the provisions of 
Subpart B of 29 CFR Part 90. 

Pursuant to 29 CFR 90.13, the peti¬ 
tioner or ony other person showing a 
substantial interest in the subject mat¬ 
ter of the investigation may request a 
public hearing, provided such request is 
filed in writing with the Director. Office 
of Trade Adjustment Assistance, at the 
address shown below, not later than 
January 17,1977. 

Interested persons are invited to sub¬ 
mit WTitten comments regarding the sub¬ 
ject matter of this investigation to the 
Director. Office of Trade Adjustment As¬ 
sistance, at the address shown below, not 
later than January 17, 1977. 

The petition filed in this case Is avail¬ 
able for inspection at the Office of the 
Director, Office of Trade Adjustment As¬ 
sistance, Bureau of International Labor 
Affairs, U.S. Department of Labor, 200 
Constitution Avenue, N.W., Washington. 
D.C. 20210. 

Signed at Washington. D.C. this 20th 
day of December 1976. 

Marvin M. Fooks, 
Director , Office of Trade 
Adjustment Assistance. 

IFR Doc 77 672 Filed 1-6-77:8 45 am) 


lTA-W-1,480) 

JONES A LAUGHUN STEEL CORP. 

Investigation Regarding Certification of EH- 
gibiiity To Apply for Worker Adjustment 
Assistance 

On December 20.1976. the Department 
of Labor received a petition dated De¬ 
cember 3,1976 which was filed under sec¬ 
tion 22Ka) of the Trade Act of 1974 (“the 
Act”) by the United Steelworkers of 
America on behalf of the workers and 
former workers of Hennepin. Illinois 
plant of Jones A Laughlin Steel Corpora¬ 
tion, Pittsburgh. Pa. (TA-W-1.480). Ac¬ 
cordingly, the Director. Office of Trade 
Adjustment Assistance, Bureau of Inter¬ 
nationa] Labor Affairs, lias Instituted an 
investigation as provided in section 221 
ia) of the Act and 29 CFR 90.12. 

The purpose of the investigation is to 
determine whether absolute or relative 
increases of imports of articles like or 
directly competitive with carbon flat 
rolled products produced by Jones k 
Laughlin Steel Corporation or an ap¬ 
propriate subdivision thereof have con¬ 
tributed importantly to an absolute de¬ 
cline in sales or production, or both, of 
such firm or subdivision and to the actual 
or threatened total or partial separation 
of a significant number or proportion of 
the workers of such firm or subdivision. 
The Investigation will further relate, as 
appropriate, to the determination of the 
date on which total or partial separa¬ 
tions began or threatened to begin and 
the subdivision of the firm involved. A 
group meeting the eligibility require- 
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menu of section 222 of the Act will be 
certified as eligible to apply for adjust¬ 
ment assistance under Title II. Chapter 
2, of the Act in accordance with the pro¬ 
visions of Subpart B of 29 CFR Part 90. 

Pursuant to 29 CFR 90.13. the peti¬ 
tioner or any other person allowing a 
substantial interest in the subject mat¬ 
ter of the Investigation may request a 
public hearing, provided such request Is 
filed in writing with the Director. Office 
of Trade Adjustment Assistance, at the 
address shown below, not later than Jan¬ 
uary 17. 1977. 

Interested persons ore invited to sub¬ 
mit written comments regarding the sub¬ 
ject matter of this investigation to the 
Director. Office of Trade Adjustment As¬ 
sistance. at the address show r n below, not 
inter than January 17. 1977. 

The petition filed in this case is avail¬ 
able for inspection at the Office of the 
Director. Office of Trade Adjustment As¬ 
sistance, Bureau of International Labor 
Affairs. UiJ. Department of Labor, 200 
Constitution Avenue, N.W., Washington. 
D.C. 20210. 

Signed at Washington. D.C., this 20th 
day of December 1976. 

Marvin M. Fooks, 
Director. Office of Trade 
Adjustment Assistance. 

|FR Doc.77-878 Filed 1-6-77:8:45 urn) 


ITA-W-1.481) 

JONES A LAUGHLIN STEEL CORP. 

Investigation Regarding Certification of Eli¬ 
gibility To Apply for Worker Adjustment 
Assistance 

On December 20, 1976 the Department 
of Labor received a petition dated De¬ 
cember 3, 1976 w’hich was filed under 
section 221(a) of the Trade Act of 1974 
(“the Act”) by the United Steelworkers 
of America on behalf of the workers and 
former workers of Cleveland. Ohio plant 
of Jones k Laughlin Steel Corporation, 
Pittsburgh, Pa. (TA-W-1.481). Accord¬ 
ingly, the Director. Office of Trade Ad¬ 
justment Assistance, Bureau of Interna¬ 
tional Labor Affairs, has instituted an 
investigation as provided in section 221 
(a) of the Act and 29 CFR 90.12. 

The purpose of the investigation I* to 
determine whether absolute or relative 
increases of imports of articles like or 
directly competitive with fiat rolled prod¬ 
ucts produced by Jones A Laughlin Steel 
Corporation or an appropriate subdivi¬ 
sion thereof have contributed Impor¬ 
tantly to an absolute decline in sales or 
production, or both, of such firm or sub¬ 
division and to the actual or threatened 
total or partial separation of a significant 
number or proportion of the workers of 
such firm or subdivision. The investiga¬ 
tion will further relate, as appropriate, 
to the determination of the date on w hich 
total or partial separations began or 
threatened to begin and the subdivision 
of the firm involved. A group meeting the 
eligibility requirements of section 222 of 
the Act will be certified os eligible to 
apply for adjustment assistance under 
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Title 11. Chapter 2. of the Act la accord¬ 
ance with the provisions of Subpart B of 
29 CFR Part 90. 

Pursuant to 29 CFR 90.13, the peti¬ 
tioner or any other person showing a sub¬ 
stantial interest In the subject matter of 
the investigation may request a public 
hearing, provided such request is filed in 
writing with the Director, Office of Trade 
Adjustment Assistance, at the address 
shown below, not later than January 17. 
1977. 

Interested persons are Invited to sub¬ 
mit written comments regarding the sub¬ 
ject matter of this investigation to the 
Director, Office of Trade Adjustment As¬ 
sistance. at the address shown below, not 
later than January 17, 1977. 

The petition filed in this case is avail¬ 
able for inspection at the Office of the 
Director. Office of Trade Adjustment As¬ 
sistance, Bureau of International Labor 
Affairs. U.S. Department of Labor. 200 
Constitution Avenue, N W„ Washington. 
D.C. 20210. 

Signed at Washington. D.C. this 20th 
day of December 1976. 

Marvin M. Fooks. 

Director, Office of Trade 
Adjustment Assistance 

JPR Doc 77-674 FH«d l-6-77;8:45 am] 


(TA W-1.46CI 

HOPPERS COMPANY, INC. 

Investigation Regarding Certification of Eli¬ 
gibility To Apply for Worker Adjustment 

Assistance 

On December 15. 1976 the Department 
of Labor received a petition dated No¬ 
vember 15, 1976 which was filed under 
section 221 fa) of the Trade Act of 1974 
(“the Act") by the United Steelworkers 
of America on behalf of the workers and 
former workers of Woodward. Alabama 
plant of the Organic Materials Div. of 
Koppers Company. Inc.. Pittsburgh, 
Pennsylvania (TA-W-1,466). According¬ 
ly. the Director of Trade Adjustment As¬ 
sistance. Bureau of International Labor 
Affairs, has instituted an investigation 
as provided in section 221 <a) of the Act 
and 29 CFR 90.12. 

The purpose of the investigation is to 
determine whether absolute or relative 
increases of imports of articles like or 
directly competitive with coke produced 
by Koppers Company, Inc. or an appro¬ 
priate subdivision thereof have contrib¬ 
uted importantly to an absolute decline 
in sales or production, or both, of such 
firm or subdivision and to the actual or 
threatened total or partial separation of 
a significant number or proportion of the 
workers of such firm or subdivision. Hie 
Investigation will further relate, as ap¬ 
propriate, to the determination of the 
date on which total or partial separations 
began or threatened to begin and the 
subdivision of the firm involved. A group 
meeting the eligibility requirements of 
section 222 of the Act will be certified as 
eligible to apply for adjustment assist¬ 
ance under Title n. Chapter 2, of the Act 
in acordance with the provisions of Sub¬ 
part B of 29 CFR Part 90 


Pursuant to 29 CFR 00.13, the peti¬ 
tioner or any other person allowing a 
substantial Interest In the subject matter 
of the investigation may request a public 
hearing, provided such request is filed in 
writing with the Director, Office of Trade 
Adjustment Assistance, at the address 
shown below, not later than January 17, 
1977. 

Interested persons are invited to sub¬ 
mit written comments regarding the 
subject matter of this investigation to 
the Director, Office of Trade Adjustment 
Assistance, at the address shown below, 
not later than January 17, 1977. 

The petition filed in this case is avail¬ 
able for inspection at the Office of the 
Director, Office of Trade Adjustment As¬ 
sistance. Bureau of international Labor 
Affairs. U.8. Department of Labor. 200 
Constitution Avenue, N.W., Washington. 
D.C. 20210. 

Signed at Washington. D.C. this 15th 
day of December 1976. 

Marvin M. Fooks. 

Director, Office o/ 
Trade Adjustment Assistance 

| FT? Doc 77 675 Filed 1-6 77:8 45 amj 


ITA W-1.4671 

KOPPERS COMPANY, INC. 

investigation Regarding Certification of Eli¬ 
gibility To Apply for Worker Adjustment 
Assistance 

On December 15. 1976. the Depart¬ 
ment of Labor received a petition dated 
November 15. 1976 which was filed un¬ 
der section 221(a) of the Trade Act of 
1974 ( M the Act") by the United Steel¬ 
workers of America on behalf of the 
workers and former workers of Erie, Pa. 
plant of the Organic Materials Div. of 
Koppers Company, Inc.. Pittsburgh. 
Pennsylvania (TA-W-1,467). Accord¬ 
ingly. the Director. Office of Trade Ad¬ 
justment Assistance, Bureau of Interna¬ 
tional Labor Affairs, has instituted an 
investigation as provided in section 221 
<a) of the Act and 29 CFR 90.12. 

The purpose of the investigation is to 
determine whether absolute or relative 
increases of imports of articles like or 
directly competitive with coke produced 
by Koppers Company. Incorporated or 
an appropriate subdivision thereof have 
contributed importantly to an absolute 
decline in sales or production, or both, 
of such firm or subdivision and to the 
actual or threatened total or partial 
separation of a significant number or 
proportion of the workers of such firm 
or subdivision. The investigation will 
further relate, as appropriate, to the de¬ 
termination of the date on which total 
or partial separations began or threat¬ 
ened to begin and the subdivision of the 
firm involved. A group meeting the eli¬ 
gibility requirements of section 222 of 
the Act w'ill be certified ns eligible to 
apply for adjustment assistance under 
Title n. Chapter 2, of the Act in accord¬ 
ance with the provisions of Subpart B of 
29 CFR Part 90. 

Pursuant to 29 CFR 90.13, the peti¬ 
tioner or any other person showing a 


substantial interest In the subject mat¬ 
ter of the investigation may request n 
public hearing, provided such request 
is filed in writing with the Director. Of¬ 
fice of Trade Adjustment Assistance, at 
the address show' below, not later than 
January 17, 1977. 

Interested persons ore invited to sub¬ 
mit written comments regarding the sub- 
Ject matter of this investigation to the 
Director, Office of Trade Adjustment As¬ 
sistance, at the address shown below 
not later than January 17, 1977. 

The petition filed In thin case is avail¬ 
able for Inspection at the Office of the 
Director. Office of Trade Adjustment As¬ 
sistance. Bureau of Internationa) Labor 
Affairs, U S. Department of Labor, 200 
Constitution Avenue, N.W., Washington 
D.C. 20210. 

Signed at Washington. D.C. this 15th 
day of December 1976. 

Marvtn M. Fooks. 

Director, Office of 
Trade Adjustment Assistance 
|PH Doc 77-676 Filed 1 -6-77;8:45 am| 


ITA-W-1.461) 

LACLEDE STEEL CO. 

Investigation Regarding Certification of Eli 
gibiltty To Apply for Worker Adjustment 
Assistance 

On December 20, 1976 the Department 
of Labor received a petition doted De¬ 
cember 3. 1976 which was filed under 
section 221<a> of the Trade Act of 1974 
(“the Act") by the United 8teelworkcr 
of America on behalf of the workers and 
former workers of Alton, Illinois plant of 
Laclede Steel Company. St. LouLs. Mis¬ 
souri (TA-W-1,461). Accordingly, the 
Director. Office of Trade Adjustment As¬ 
sistance, Bureau of Internationa] Labor 
Affairs, has instituted an investigation a.^ 
provided in section 221(a) of the Act and 
29 CFR 90.12. 

The purpose of the investigation Is to 
determine whether absolute or relative 
increases of imports of articles like or di¬ 
rectly competitive with wire products, 
pipes, small sizes of sheets and strips pro¬ 
duced by Laclede Steel Company or an 
appropriate subdivision thereof have con¬ 
tributed Importantly to an absolute de¬ 
cline In sales or production, or both, of 
such firm or subdivision and to the actual 
or threatened total or partial separation 
of a significant number or proportion of 
the workers of such firm or subdivision 
The Investigation will further relate, a* 
appropriate, to the determination of the 
date on which total or partial separations 
began or threatened to begin and the sub¬ 
division of the Ann involved. A group 
meeting the eligibility requirements of 
section 222 of the Act will be certified as 
eligible to apply for adjustment assist¬ 
ance under Title II. Chapter 2. of the Act 
in accordance with the provisions of Sub- 
part B of 29 CFR Part 90. 

Pursuant to 29 CFR 90.13. the peti¬ 
tioner or any other person showing a 
substantial interest in the subject matter 
of the investigation may request a public 
hearing, provided such request is filed in 
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writing will) the Director, Office of Trade 
Adjustment Assistance, at the address 
.nhown below, not later than January 17, 
1977. 

Interested persons are invited to sub¬ 
mit written comments regarding the sub¬ 
ject matter of this investigation to the 
Director. Office of Trade Adjustment As¬ 
sistance. at the address shown below, not 
later than January 17. 1977. 

The petition filed in this cose is avail¬ 
able for inspection at the Office of the 
Director. Office of Trade Adjustment As¬ 
sistance. Bureau of International Labor 
Affairs. U.S. Department of Labor, 200 
Constitution Avenue. N.W.. Washington. 
D.C. 20210. 

Signed at Washington. D.C. this 20th 
day of December 1976. 

XtARVDf M Kooks. 

Director, Office of 
Trade Adjustment Assistance. 

|FK Doc 77-677 FUed 1-* 77.8:45 am) 


(TA-W-1.463) 

LACLEDE STEEL CO. 

investigation Regarding Certification oi Eli¬ 
gibility To Apply for Worker Adjustment 

Assistance 

On December 20. 1976 the Deportment 
of Labor received a petition dated Decem¬ 
ber 3. 1976 which was filed under section 
221(a) of the Trade Act of 1974 < *th© 
Act”) by the United Steelworkers of 
America on behalf of the workers and 
former workers of Madison. Illinois plant 
of Laclede Steel Company. St. Louis. Mis¬ 
souri (TA-W-1.462 >. Accordingly, the 
Director. Office of Trade Adjustment As¬ 
sistance, Bureau of International Labor 
Affairs, has instituted an investigation as 
provided In section 221 (a) of the Act and 
29 CFR 90.12. 

The purpose of the investigation Is to 
determine whether absolute or relative 
increases of imports of articles like or 
directly competitive with reinforcing bars 
produced by Laclede Steel Company or 
an appropriate subdivision thereof have 
contributed Importantly to an absolute 
decline in sales or production, or both, of 
such firm or subdivision and to the actual 
or threatened total or partial separation 
of a significant number or proportion of 
the workers of such firm or subdivision. 
The investigation will further relate, os 
appropriate, to the determination of the 
date on which total or partial separations 
began or threatened to begin and the sub¬ 
division of the firm involved. A group 
meeting the eligibility requirements of 
Motion 222 or the Act will be certified 
as eligible to apply for adjustment as¬ 
sistance under Title n. Chapter 2, of the 
Act In accordance with the provisions of 
Subpart B of 29 CFR Part 90 

Pursuant to 29 CFR 90.13, the peti¬ 
tioner or any other person showing a 
substantial interest in the subject matter 
of the investigation may request a pub¬ 
lic hearing, provided such request is filed 
in writing with the Director, Office of 
Trade Adjustment Assistance, at the ad¬ 
dress shown below, not later than Jan¬ 
uary 17. 1977 


NOTICES 

Interested persons are invited to sub¬ 
mit written comments regarding the sub¬ 
ject matter of this Investigation to the 
Director. Office of Trade Adjustment As¬ 
sistance, at the address shown below, not 
later than January 17,1977. 

The petition filed in this case is avail¬ 
able for inspection ut the Office of the 
Director, Office of Trade Adjustment 
Assistance, Bureau of International La¬ 
bor Affairs, U.S. Department of Labor. 
200 Constitution Avenue. N.W.. Wash¬ 
ington, DC. 20210. 

Signed at Washington. D.C this 20th 
day of December 1976. 

Mar vim M Hooks. 

Director, Office of 
Trade Adjustment Assistance 

|FR Dor 77-878 Filed 1-8-77:8:45 am) 

ITA-W-1.8511 

MUELER CO. 

investigation Regarding Certification of Eli¬ 
gibility To Apply for Worker Adjustment 
Assistance 

On December 1. 1976 the Department 
of Labor received a petition dated No¬ 
vember 1, 1976 which was filed under sec¬ 
tion 221(a) of the Trade Act of 1974 
("the Act”) by the United Steelworkers 
of America on behalf of the workers and 
former workers of the Chattanooga. 
Tenn. plant of Mueler Co.. Decatur, Il¬ 
linois <TA-W-1.351>, Accordingly, the 
Director, Office of Trade Adjustment As¬ 
sistance. Bureau of International Labor 
Affairs, has instituted on Investigation as 
provided in section 221 <a) of the Act and 
29 CFR 90 12. 

The purpose of the investigation is to 
determine whether absolute or relative 
increases of imports of articles like or di¬ 
rectly competitive with firchydrants 7 
other waterworks products produced by 
Mueler Co. or on appropriate subdivision 
thereof have contributed importantly to 
an absolute decline in sales or produc¬ 
tion. or both, of such firm or subdivision 
and to the actual or threatened total or 
partial separation of a significant num¬ 
ber or proportion of the workers of such 
firm or subdivision. The investigation 
will further relate, as appropriate, to 
the determination of the date on which 
total or partial separations began or 
threatened to begin and tlie subdivision 
of the firm involved. A group meeting the 
eligibility requirements of section 222 of 
the Act will be certified as eligible to ap¬ 
ply for adjustment assistance under title 
II. Chapter 3. of the Act In accordance 
with the provision* of 8ubpart B of 29 
CFR Part 90. 

Pursuant to 29 CFR 90.13. the peti¬ 
tioner or any other person showing a 
substantia) interest in the subject mat¬ 
ter of the investigation may request a 
public hearing, provided such request is 
filed In writing with the Director. Office 
of Trade Adjustment Assistance, at the 
address shown below, not later than 
January 17.1977. 

Interested persons are invited to sub¬ 
mit written comments regarding the sub¬ 
ject matter of this investigation to the 


1537 

Director, Office of Trade Adjustment 
Assistance, at the address shown below. 
not later than January 17. 1977. 

The petition filed in this case is avail¬ 
able for inspection at the Office of the 
Director. Office of Trade Adjustment 
Assistance, Bureau of International 
Labor Affairs, Ui>. Department of Labor, 
200 Constitution Avenue. N.W., Wash¬ 
ington. D.C. 20210. 

Signed at Washington. D.C. this 1st 
day of December 1976 

Mahvin M. Fooks. 

Director , Office of 
Trade Adjustment Assistance 
I Fit Dor 77-679 FUed 1-6-77; 8:45 um| 


| TAW-1.4531 

PHILADELPHIA COKE COMPANY, INC 

Investigation Regarding Certification of Eli¬ 
gibility To Apply for Worker Adjustment 

Assistance 

On December 15. 1976 the Department 
of Labor received a petition dated No¬ 
vember 15. 1976 which was filed under 
section 221(a) of the Trade Act of 1974 
'“the Act”) by the United Steelworkers 
of America on behalf of the workers and 
former workers of Philadelphia Coke 
Company. Inc.. Philadelphia. Pa. a wholly 
owned subsidiary of Eastern Oas & Fuel 
Associates, Boston, Mass (TA-W-1.453). 
According, the Director. Office of Trade 
Adjustment Assistance. Bureau of Inter¬ 
national Labor Affairs, has Instituted an 
investigation as provided in section 221 
<a) of the Act and 29 CFR 90.12. 

The purpose of the investigation is to 
determine whether absolute or relative 
increases of imports of articles like or di¬ 
rectly competitive with coke produced by 
Philadelphia Coke Company. Inc. or an 
appropriate subdivision thereof have 
contributed Importantly to an absolute 
decline in sales or production, or both, 
of such firm or subdivision and to the 
actual or threatened total or partial 
separation of a significant number or 
proportion of the workers of such firm 
or subdivision. The investigation will 
further relate, as appropriate, to the de¬ 
termination of the date on which total 
or partial separations began or threat¬ 
ened to begin and the subdivision of the 
firm involved. A group meeting the eligi¬ 
bility requirements of section 222 of the 
Act will be certified as eligible to apply 
for adjustment assistance under Title II 
Chapter 2. of the Act in accordance with 
the provisions of Subpart B of 29 CFR 
Part 90 

Pursuant to 29 CFR 90.13, the peti¬ 
tioner or any other person showing a 
substantial interest in the subject mat¬ 
ter of the investigation may request a 
public hearing, provided such request in 
filed in writing with the Director. Office 
of Trade Adjustment Assistance, at the 
address shown below, not later than 
January 17. 1977. 

Interested persons are invited to sub¬ 
mit written comments regarding the 
subject matter of this investigation to 
the Director. Office of Trade Adjustment 
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NOTICES 


Assistance, at the address shown below, 
not later than January 17. 1977. 

The petition filed in this case is avail¬ 
able for inspection at the Office of the 
Director. Office of Trade Adjustment 
Assistance, Bureau of International La¬ 
bor Affairs. U.S. Department of Labor, 
200 Constitution Avenue, N.W., Wash¬ 
ington, D.C. 20210. 

Signed at Washington. D.C. this 15th 
day of December 1976. 

Marvin M. Fooks. 

Director . Office of 
Trade Adjustment Assistance. 
jFit Doc.77-680 Filed 1-6 77,8 45 ora) 


[TA-W-1.380] 

SONDRA. INC. 

Investigation Regarding Certification of Eli¬ 
gibility To Apply for Worker Adjustment 
Assistance 

On December 7. 1976 the Department 
of Labor received a petition dated No¬ 
vember 29. 1976 which was filed under 
section 221(a) of the Trade Act of 1974 
(“the Act'*) on behalf of the workers 
and former workers of Sondra. Incor¬ 
porated. Allentown, Pennsylvania i TA¬ 
W-1.380 >. Accordingly, the Acting Di¬ 
rector, Office of Trade Adjustment As¬ 
sistance. Bureau of International Labor 
Affairs, has instituted an investigation 
as provided In section 221 * a) of the Act 
and 29 CFR 90.12. 

The purpose of the investigation is to 
determine whether absolute or relative 
mcreases of imports of articles like or 
directly competitive with women’s and 
mens' slacks, women's tops, dresses, leo¬ 
tards. shirts, shorts, etc, produced by 
Sondra. Incorporated or an appropriate 
subdivision thereof have contributed im¬ 
portantly to an absolute decline in sales 
or production, or both, of such firm or 
subdivision and to the actual or threat¬ 
ened total or partial separation of a 
significant number or proportion of the 
workers of such firm or subdivision. The 
investigation will further relate, as ap¬ 
propriate. to the determination of the 
date on which total or partial separations 
began or threatened to begin and the 
subdivision of the firm involved. A group 
meeting the eligibility requirements of 
section 222 of the Act will be certified as 
eligible to apply for adjustment assist¬ 
ance under Title n. Chapter 2. of the 
Act in accordan ce wi th the provisions of 
Subpart B of 29 CFR Part 90. 

Pursuant to 29 CFR 90.13. the peti¬ 
tioner or any other person showing a 
substantial interest in the subject mat¬ 
ter of the investigation may request a 
public hearing, provided such request is 
filed in writing with the Director. Office 
of Trade Adjustment Assistance, at the 
address shown below*, not later than 
January 17. 1977. 

Interested persons arc Invited to sub¬ 
mit written comments regarding the 
subject matter of this investigation to 
the Director. Office of Trade Adjust¬ 
ment Assistance, at the address shown 
below*, not later than January 17. 1977. 


The petition filed In this case Is avail¬ 
able for inspection at the Office of the 
Director, Office of Trade Adjustment As¬ 
sistance. Bureau of International Labor 
Affairs, UJS. Department of Labor, 200 
Constitution Avenue, N.W., Washington, 
D.C. 20210. 

Signed at Washington. D.C.. this 7th 
day of December 1976. 

Dominic Sorrentino, 

Acting Director . Office of 
Trade Adjustment Assistance. 

|FR Doc.77-681 Filed 1-6-77;8:45 am) 


ITA-W-1.1421 

STANDARD GLOVE CO. OF NJ., INC. 

Investigation Regarding Certification of Eli¬ 
gibility To Apply for Worker Adjustment 
Assistance 

On October 5. 1976. the Department 
of Labor received a petition dated Sep¬ 
tember 29. 1976, which wns filed under 
section 221(a) of the Trade Act of 1974 
(“the Act”) by the Amalgamated Cloth¬ 
ing and Textile Workers on behalf of the 
workers and former workers of Standard 
Glove Co. of N.J.. Inc., Newark. New 
Jersey (TA-W-1,142). Accordingly, the 
Director. Office of Trade Adjustment As¬ 
sistance. Bureau of International Labor 
Affairs, has instituted an Investigation 
as provided in section 221(a) of the Act 
and 29 CFR 90.12. 

The purpose of the investigation Is to 
determine whether absolute or relative 
increases of imports of articles like or 
directly competitive with work gloves 
produced by Standard Glove Co. of N.J., 
Inc. or an appropriate subdivision thereof 
have contributed importantly to an ab¬ 
solute decline in sales or production, or 
both, of such firm or subdivision and to 
the actual or threatened total or partial 
separation of a significant number or 
proportion of the workers of such firm 
or subdivision. The investigation will 
further relate, as appropriate, to the de¬ 
termination of the date on which total 
or partial separations began or threat¬ 
ened to begin and the subdivision of the 
firm involved. A group meeting the eligi¬ 
bility requirements of section 222 of the 
Act will be certified as eligible to apply 
for adjustment assistance under Title U, 
Chapter 2. of the Act In accordance with 
the provisions of Subpart B of 29 CFR 
Part 90. 

Pursuant to 29 CFR 90.13, the peti¬ 
tioner or any other person showing a 
substantial interest in the subject matter 
of the Investigation may request a pub¬ 
lic hearing, provided such request Is filed 
in writing with the Director. Office of 
Trade Adjustment Assistance, at the ad¬ 
dress shown below*, not later than Jan¬ 
uary 17,1977. 

Interested persons are invited to sub¬ 
mit w*ritten comments regarding the sub¬ 
ject matter of this investigation to the 
Director, Office of Trade Adjustment As¬ 
sistance. at the address shown below, not 
later than January 17,1977. 

The petition filed in this case is avail¬ 
able for inspection at the Office of the 


Director. Office of Trade Adjustment 
Assistance. Bureau of International La¬ 
bor Affairs, UB. Department of Labor. 
200 Constitution Avenue, N.W., Wash¬ 
ington. D.C. 20210. 

Signed at Washington, D.C. this 5th 
day of October 1976. 

Marvin M. Fooks, 
Director , Office of Trade 
Adjustment Assistance. 

JFR Doc.77-682 Filed l-6 77;8 45 am| 


ITA-W-1.460J 

TIMKIN CO. 

Investigation Regarding Certification of Eli¬ 
gibility To Apply for Worker Adjustment 
Assistance 

On December 15. 1976. the Department 
of Labor received a petition dated No¬ 
vember 15. 1976. which was filed under 
section 221(a) of the Trade Act of 1974 
(“the Act") by the United Steelworkers 
of America on behalf of the workers and 
former workers of The Timkln Company. 
Canton. Ohio (TA-W-1,460). Accord¬ 
ingly, the Director. Office of Trade Ad¬ 
justment Assistance. Bureau of Interna¬ 
tional Labor Affairs, has instituted an in¬ 
vestigation as provided in section 221 (a > 
of the Act and 29 CFR 90.12. 

The purpose of the investigation is to 
determine whether absolute or relative 
increases of imports of articles like or 
directly competitive with ingots, blooms, 
billets, tube rounds, seamless tubing, wire 
rods. bars, tool steel, taper roller carbon 
bearings produced by The Timkln Com¬ 
pany or an appropriate subdivision 
thereof have contributed importantly to 
an absolute decline in sales or produc¬ 
tion. or both, of such firm or subdivision 
and to the actual or threatened total or 
partial separation of a significant num¬ 
ber or proportion of the workers of such 
firm or subdivision. The investigation will 
further relate, as appropriate, to the de¬ 
termination of the date on which total or 
partial separations began or threatened 
to begin and the subdivision of the firm 
involved. A group meeting the eligibility 
requirements of section 222 of the Act 
will be certified as eligible to apply for 
adjustment assistance under Title IT, 
Chapter 2. of the Act in accordance with 
the provisions of Subpart B of 29 CFR 
Pail. 90. 

Pursuant to 29 CFR 90.13. the peti¬ 
tioner or any other person showing a sub¬ 
stantial interest in the subject matter of 
the investigation may request a public 
hearing, provided such request is filed in 
writing with the Director, Office of Trade 
Adjustment Assistance, at the address 
shown below*, not later than January 17. 
1977. 

Interested persons arc invited to sub¬ 
mit written comments regarding the sub¬ 
ject matter of this investigation to the 
Director. Office of Trade Adjustment As¬ 
sistance. at the address shown below, not 
later than January 17.1977. 

The petition filed In this case is avail¬ 
able for inspection at the Office of the 
Director. Office of Trade Adjustment As¬ 
sistance. Bureau of International labor 
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AIT all's. UA Deportment of Labor. 200 
Constitution Avenue, NW., Washington, 
D.C. 20210. 

Signed at Washington, D.C. this 15th 
day ol December 1076. 

Marvin M. Poors. 

Director , Office of Trade 
Adjustment Assistance. 

| PR Doc 77-663 Piled 1-0-77:8 45 mm\ 


| TA-W1.4741 

TITANIUM METALS CORP. OF AMERICA 

Investigation Regarding Certification of Eli¬ 
gibility To Apply for Worker Adjustment 

Assistance 

On December 20, 1976 the Department 
of Labor received a petition dated De¬ 
cember 3.1976 which was filed under sec¬ 
tion 221(a) of the Trade Act of 1974 
rthe Act'*) by the United Steelworkers 
of America on behalf of the workers and 
former workers of the Standard Steel 
Dlv.. Burnham. Pa. of Titanium Metals 
Corp.. of America. Pittsburgh. Pa. <TA- 
W-1,474). Accordingly, the Director, Of¬ 
fice of Trade Adjustment Assistance, Bu¬ 
reau of International Labor Affairs, has 
instituted an Investigation as provided In 
section 221(a) of the Act and 29 CFR 
90.12. 

The purpose of the investigation is to 
determine whether absolute or relative 
increases of imports of articles like or 
directly competitive with railroad wheels 
and angles and rings produced by Titani¬ 
um Metals Corp. of America or an ap¬ 
propriate subdivision thereof have con¬ 
tributed importantly to an absolute de¬ 
cline in sales or production, or both, of 
5uch firm or subdivision and to the actual 
or threatened total or partial separation 
of a significant number or proportion of 
the workers of such firm or subdivision. 
The investigation will further relate, as 
appropriate, to the determination of the 
date on which total or partial separations 
began or threatened to begin and the 
subdivision of the firm Involved. A group 
meeting the eligibility requirements of 
section 222 of the Act will be certified 
as eligible to apply for adjustment assist¬ 
ance under Title n. Chapter 2. of the Act 
to accordance with the provisions of 
Subpnrt B of 29 CFR Part 90. 

Pursuant to 29 CFR 00.13, the peti¬ 
tioner or any other person showing a 
substantial interest hi the subject matter 
of the investigation may request a public 
hearing, provided such request Is filed in 
writing with the Director, Office of Trade 
Adjustment Assistance, at the address 
shown below, not later than January 17. 
1977. 

Interested persons are invited to sub¬ 
mit written comments regarding the sub¬ 
ject matter of this investigation to the 
Director, Office of Trade Adjustment As¬ 
sistance, at the address shown below, not 
later than January 17, 1977. 

The petition filed in this case is avail¬ 
able for inspection at the Office of the 
Director. Office of Trade Adjustment As¬ 
sistance, Bureau of International Labor 
Affairs, U.8. Department of Labor. 200 


Constitution Avenue, N.W., Washington, 
D.C. 20210. 

Signed at Washington. D.C. this 20th 
day of December 1976. 

Marvin M. Poors. 
Director . Office of Trade 
Adjustment Assistance. 

fFRDoc 77-584 FUed l-6-77;8:45 am| 


lTA-W-1.473) 

UNION ELECTRIC STEEL CORP. 

Investigation Regarding Certification of Eli¬ 
gibility To Apply for Worker Adjustment 
Assistance 

On December 20. 1976 the Department 
of Labor received a petition dated De¬ 
cember 3. 1976 which was filed under 
section 221 <a> of the Trade Act of 1974 
i“the Act") by the United Steelworkers 
of America on behalf of the workers and 
former workers of Union Electric Steel 
Corp. Carnegie. Pa. (TA-W-1,473). Ac¬ 
cordingly. the Director. Office of Trade 
Adjustment Assistance. Bureau of Inter¬ 
national Labor Affairs, has instituted an 
investigation as provided in section 221 
(a) of the Act and 29 CFR 90.12 
The purpose of the investigation Is to 
determine whether absolute or relative 
increases of imports of articles like or 
directly competitive with finished forged 
hardened steel rolls produced by Union 
Electric Steel Oorp. or an appropriate 
subdivision thereof have contributed im¬ 
portantly to an absolute decline in sales 
or production, or both, of such firm or 
subdivision and to the actual or threat¬ 
ened total or partial separation of a sig¬ 
nificant number or proportion of the 
workers of such firm or subdivision. The 
investigation will further relate, as ap¬ 
propriate, to the determination of the 
date on which total or partial separa¬ 
tions began or threatened to begin and 
the subdivision of the firm Involved. A 
group meeting the eligibility require¬ 
ments of section 222 of the Act will be 
certified as eligible to apply for adjust¬ 
ment assistance under Title II, Chapter 
2, of the Act In accordance with the pro¬ 
visions of Subpart B of 29 CFR Part 90. 

Pursuant to 29 CFR 90.13. the peti¬ 
tioner or any other person showing a 
substantial interest in the subject mat¬ 
ter of the investigation may request a 
public hearing, provided such request is 
filed in wTiting with the Director, Office 
or Trade Adjustment Assistance, at the 
address shown below, not later than 
January 17,1977. 

Interested persons are invited to sub¬ 
mit written comments regarding the 
subject matter of this investigation to 
the Director, Office of Trade Adjustment 
Assistance, at the address shown below*, 
not later than January 17.1977. 

The petition filed m this case is avail¬ 
able for inspection at the Office of the 
Director, Office of Trade Adjustment As¬ 
sistance. Bureau of International Labor 
Affairs. US. Department of Labor, 200 
Constitution Avenue, N.W.. Washington, 
D.C. 20210 


Signed at Washington. D C this 20th 
day* of December 1976. 

Marvin M. Poors, 
Director , Office of Trade 
Adjustment Assistance . 
[PR Doc.77 685 PUcd 1-6-77:8:45 mm) 


[TA-W-1.431 J 

U.S. STEEL CORP. 

Investigation Regarding Certification of Eli¬ 
gibility To Apply for Worker Adjustment 

Assistance 

On December 15. 1976 the Department 
of Labor received a petition dated No¬ 
vember 15. 1976 which was filed under 
section 22Ua> of the Trade Act of 1974 
< ,4 Uie Act*‘> by the United Steelwork¬ 
ers of America on behalf of the workers 
and former workers of Clairton. Penn¬ 
sylvania plant of U S. Steel Corp., Pitts¬ 
burgh. Pa. <TA-W-1.431). Accordingly, 
the Acting Director, Office of Trade Ad¬ 
justment Assistance. Bureau of Inter¬ 
national Labor Affairs, has Instituted an 
investigation os provided in section 221 
<a of the Act and 29 CFR 90.12. 

The purpose of the investigation is to 
determine whether absolute or relative 
increases of Imports of articles like or di¬ 
rectly* competitive with iron and steel 
products produced by U.S. Steel Corpo¬ 
ration or an appropriate subdivision 
thereof have contributed importantly to 
an absolute decline in sales or production, 
or both, of such firm or subdivision and 
to the actual or threatened total or par¬ 
tial separation of a significant number 
or proportion of the workers of such firm 
or subdivision. The Investigation will 
further relate, as appropriate, to the de¬ 
termination of the date on which total 
or partial separations began or threat¬ 
ened to begin and the subdivision of the 
firm involved. A group meeting the eligi¬ 
bility requirements of section 222 of the 
Act will be certified as eligible to apply 
for adjustment assistance under Title II, 
Chapter 2. of the Act in accordance will) 
the provisions of Subpart B of 29 CFR 
Part 90. 

Pursuant to 29 CFR 90.13. the peti¬ 
tioner or any other person showing a 
substantial interest In the subject mat¬ 
ter of the investigation may request a 
public hearing, provided such request is 
filed in writing with the Director, Office 
of Trade Adjustment Assistance, at the 
address .shown below, not later than Jan¬ 
uary 17,1977. 

Interested persons arc invited to sub¬ 
mit written comments regarding the sub¬ 
ject matter of this investigation to the 
Direcor, Office of Trade Adjustment As¬ 
sistance. at the address shown below*, not 
later than January 17, 1977. 

The petition filed in this case is avail¬ 
able for Inspection at the Office of the 
Director, Office of Trade Adjustment As¬ 
sistance. Bureau of International Labor 
Affairs. U.8. Department of Labor. 200 
Constitution Avenue, N.W„ Washington, 
D.C. 20210. 
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NOTICES 


Signed at Washington, D.C. this 15th 
day of December 1976. 

Dominic Sorrentino. 

Acting Director . Office of 
Trade Adjustment Assistance. 

[rn Doc 77-686 FU«1 1-0-77:6:45 am] 


ITA-W-1,443] 

U.S. STEEL CORP. 

Investigation Regarding Certification of Eli¬ 
gibility To Apply for Worker Adjustment 

Assistance 

On December 15, 1976 the Department 
of Labor received a petition dated No¬ 
vember 15, 1976 which was Hied under 
section 221(a) of the Trade Act of 1974 
(“the Act") by the United Steelworkers 
of America on behalf of the workers and 
former workers of McDonald, Ohio plant 
of U.8 8teel Corporation, Pittsburgh. 
Pa., (TA-W-1.443). Accordingly, the 
Acting Director. Office of Trade Adjust¬ 
ment Assistance, Bureau of International 
Labor Affairs, has instituted an investi¬ 
gation as provided in section 221(a) of 
the Act and 29 CFR 90.12. 

The purpose of the investigation U to 
determine whether absolute or relative 
increases of imports of articles like or di¬ 
rectly competitive with iron and steel 
products produced by U.S. Steel Corpora¬ 
tion or an appropriate subdivision there¬ 
of have contributed importantly to an 
absolute decline in sales or production, 
or both, of such firm or subdivision and 
to the actual or threatened total or par¬ 
tial separation of a significant number 
or proportion of the workers of such firm 
or subdivision. The investigation will 
further relate, as appropriate, to tire 
determination of the date on which total 
or partial separations began or threat¬ 
ened to begin and the subdivision of the 
firm involved. A group meeting the eligi¬ 
bility requirements of section 222 of the 
Act will be certified as eligible to apply 
for adjustment assistance under Title II, 
Chapter 2. of tire Act in accordance with 
the provisions of Subpart B of 29 CFR 
Part 90. 

Pursuant to 29 CFR 90.13, the peti¬ 
tioner or any other person showing a 
substantial interest in the subject matter 
of the investigation may request a public 
hearing, provided such request is filed in 
writing with the Director. Office of Trade 
Adjustment Assistance, at the address 
shown below, not later than January 17, 
1977. 

Interested persons are invited to sub¬ 
mit written comments regarding the sub¬ 
ject matter of this investigation to the 
Director, Office of Trade Adjustment As¬ 
sistance. at the address shown below, not 
later than January 17, 1977. 

The petition filed In this case is avail¬ 
able for inspection at the Office of the 
Director, Office of Trade Adjustment As¬ 
sistance, Bureau of International Labor 
Affairs, UB. Department of Labor, 200 
Constitution Avenue, N.W., Washing¬ 
ton. D.C, 20210. 


Signed at Washington, D.C. this 15th 
day of December 1976. 

Dominic Sorrentino. 

Acting Director , Office of 
Trade Adjustment Assistance. 

|FR Doc 77-687 Filed 1-4-77.8:45 *m] 


|TA-~W-1,443| 

U.S. STEEL CORP. 

Investigation Regarding Certification of Eli¬ 
gibility To Apply for Worker Adjustment 

Assistance 

On December 15,1976 the Department 
of Labor received a petition dated No¬ 
vember 15. 1976 wiiich w f as filed under 
section 221(a) of the Trade Act of 1974 
("the Act") by the United Steelworkers 
of America on behalf of the workers and 
former workers of McDonald, Ohio 
plant of U.S. Steel Corporation. Pitts¬ 
burgh. Pa.. iTA-W-1,443). Accordingly, 
the Acting Director, Office of Trade Ad¬ 
justment Assistance, Bureau of Inter¬ 
national Labor Affairs, has instituted 
an investigation as provid ed in section 
221(a) of the Act and 29 CFR 90.12. 

The purpose of the Investigation is to 
determine whether absolute or relative 
increases of imports of articles Uke or 
directly competitive with iron and steel 
products produced by U.S. Steel Cor¬ 
poration or an appropriate subdivision 
thereof have contributed importantly to 
an absolute decline In sales or produc¬ 
tion. or both, of such firm or subdivision 
and to the actual or threatened total or 
partial separation of a significant num¬ 
ber or proportion of the workers of such 
firm or subdivision. The investigation 
will further related, as appropriate, to 
the determination of the date on which 
total or partial separations began or 
threatened to begin and the subdivision 
of the firm involved. A group meeting 
the eligibility requirements of section 
222 of the Act will be certified as eligible 
to apply for adjustment assistance under 
Title II, Chapter 2. of the Act in accord¬ 
ance with the provisions of Subpart B 
of 29 CPR Part 90. 

Pursurant to 29 CFR 90.13, the peti¬ 
tioner or any other person showing a sub¬ 
stantial interest in the subject matter 
of the investigation may request a public 
hearing, provided such request is filed 
in writing with the Director, Office of 
Trade Adjustment Assistance, at the ad¬ 
dress shown below, not later than Jan¬ 
uary 17,1977. 

Interested persons are invited to sub¬ 
mit written comments regarding the sub¬ 
ject matter of this investigation to the 
Director, Office of Trade Adjustment As¬ 
sistance. at the address shown below, 
not later than January 17,1977. 

The petition filed in this case Is avail¬ 
able for inspection at the Office of the 
Director, Office of Trade Adjustment 
Assistance. Bureau of International La¬ 
bor Affairs. U.8. Department of Labor, 
200 Constitution Avenue. N W., Wash¬ 
ington. D C. 20210. 


Signed at Washington, D.C. this 15th 
day of December 1976. 

Dominic Sorrentino, 
Acting Director . Office of 
Trade Adjustment Assistance. 

| PR Doc.77 688 Filed 1-6-77:8:45 ami 


JTA-W-1.4441 
U.S. STEEL CORP. 

Investigation Regarding Certification of Eli¬ 
gibility To Apply for Worker Adjustment 

Assistance 

On December 15. 1976 the Department 
of Labor received a petition dated No¬ 
vember 15, 1976 which was filed under 
section 221(a) of the Trade Act of 1974 
("the Act") by the United Steelworkers 
of America on behalf of the workers and 
former workers of McKeesport, Penn¬ 
sylvania plant of UB. Steel Corporation, 
Pittsburgh, Pa. (TA-W-1,444). Accord¬ 
ingly. the Acting Director. Office of Trade 
Adjustment Assistance, Bureau of In¬ 
ternational Labor Affairs, has instituted 
im investigation as provided in section 
221(a) of the Act and 29 CFR 90.12. 

The purpose of the Investigation is to 
determine whether absolute or relative 
increases of imports of articles like or 
directly competitive with iron and steel 
products produced by UB. Steel Corpora¬ 
tion or an appropriate subdivision there¬ 
of have contributed Importantly to on 
absolute decline In sales or production, 
or both, of such firm or subdivision and 
to the actual or threatened total or par¬ 
tial separation of a significant number or 
proportion of the workers of such firm or 
subdivision. The investigation will fur¬ 
ther relate, as appropriate, to the deter¬ 
mination of the date on which total or 
partial separations began or threatened 
to begin and the subdivision of the firm 
involved. A group meeting the eligibility 
requirements of section 222 of the Act 
will be certified as eligible to apply for 
adjustment assistance under Title II. 
Chapter 2. of the Act in accordance with 
the provisions of Subpart B of 29 CFR 
Part 90. 

Pursuant to 29 CFR 90.13, the peti¬ 
tioner or any other person showing a 
substantial interest in the subject mat¬ 
ter of the investigation may request a 
public hearing, provided such request is 
filed in w’ritlng with the Director, Office 
of Trade Adjustment Assistance, at the 
address shown below, not later than Jan¬ 
uary 17, 1977. 

Interested persons are invited to sub¬ 
mit written comments regarding the sub¬ 
ject matter of this investigation to the 
Director. Office of Trade Adjustment As¬ 
sistance, at the address shown below, not 
later than January 17. 1977. 

The petition filed in this case is avail¬ 
able for inspection at the Office of the 
Director, Office of Trade Adjustment As¬ 
sistance, Bureau of International Labor 
Affairs, U.S. Department of Labor, 200 
Constitution Avenue, N.W , Washington, 
D.C. 20200. 
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Signed at Washington. D C this 15th 
day of December 1976. 

Do Ml* IC SORRENTINO, 
Acting Director . Office of 
Trade Adjustment Assistance, 


lTA-W-1,445) 

U.S* STEEL CORP. 

Investigation Regarding Certification of Eli¬ 
gibility To Apply lor Worker Adjustment 

Assistance 

On December 15. 1976. the Department 
of Labor received a petition dated No¬ 
vember 15, 1976, which was filed under 
.‘•ection 221(a) of the Trade Act of 1974 
<**the Act**) by the United Steelworkers 
of America on behalf of the workers and 
former workers of McKees Rocks. Penn¬ 
sylvania plant of 08. 8teel Corporation. 
Pittsburgh. Pa. (TA-W-1,445). Accord¬ 
ingly. the Acting Director. Office of 
Trade Adjustment Assistance, Bureau of 
International Labor Affairs, haa In¬ 
stituted an investigation as provided In 
section 221(a) of the Act and 29 CFR 
90.12. 

The purpose of the investigation is to 
determine whether absolute or relative 
increases of Imports of articles like or 
directly competitive with iron and steel 
products produced by U.S. Steel Cor- 
i oration or an appropriate subdivision 
thereof have contributed importantly to 
an absolute decline In sales or produc¬ 
tion. or both, of such firm or subdivision 
and to the actual or threatened total or 
partial separation of a significant num¬ 
ber or proportion of the workers of such 
firm or subdivision. The investigation 
will further relate, as appropriate, to the 
determination of the date on which total 
or partial separations began or threat¬ 
ened to begin and the subdivision of the 
firm involved. A group meeting the eligi¬ 
bility requirements of section 222 of the 
Act W’ill be certified as eligible to apply 
for adjustment assistance under Title n. 
Chapter 2, of the Act in accordance with 
the provisions of Subpart B of 29 CFR 
Part 90. 

Pursuant to 29 CFR 90.13, the peti¬ 
tioner or any other person showing a sub¬ 
stantial Interest In the subject matter of 
the Investigation may request a public 
hearing, provided such request is filed in 
writing with the Director. Office of Trade 
Adjustment Assistance, at the address 
shown below, not later than January 17. 
1977. 

Interested persons are invited to sub¬ 
mit written comments regarding the sub¬ 
ject matter of tills investigation to the 
Director. Office of Trade Adjustment As¬ 
sistance. at the address shown below, not 
later than January 17, 1977. 

Tlie petition filed in this case is avail¬ 
able for inspection at the Office of the 
Director. Office of Trade Adjustment As¬ 
sistance, Bureau of International Labor 
Affairs, US. Department of Labor. 200 
Constitution Avenue. N.W, Washington, 
DC. 20210. 


Signed at Washington. D.C. this 15th 
day of December 1976. 

Dominic Sorrentino, 

Acting Director ; Office of 
Trade Adjustment Assistance. 

|FU Doc.77-690 Filed 1-A-77;0:45 am) 


|TA-W-1.446| 

U.S. STEEL CORP, 

Investigation Regarding Certification of Eli¬ 
gibility To Apply for Worker Adjustment 

On December 15, 1976. the Depart¬ 
ment of Labor received a petition dated 
November 15,1976. which was filed under 
section 221(a) of the Trade Act of 1974 
(•‘the Act’*) by the United Steelworkers 
of America on behalf of the workers and 
former workers of Pittsburg, California 
plant of U.S. 8teel Corporation, Pitts¬ 
burgh. Pa. (TA-W-1.446). Accordingly, 
the Acting Director. Office of Trade Ad¬ 
justment Assistance. Bureau of Inter¬ 
national Labor Affairs, has instituted an 
investigation as provided in section 221 
<A) of the Act and 29 CFR 90.12. 

The purpose of the Investigation Is to 
determine whether absolute or relative 
Increases of imports of articles like or 
directly competitive with iron and steel 
products produced by UB. Steel Corpo¬ 
ration or an appropriate subdivision 
thereof have contributed importantly to 
an absolute decline in sales or produc¬ 
tion. or both, of such firm or subdivision 
and to the actual or threatened total or 
partial separation of a significant num¬ 
ber or proportion oI the workers of such 
firm or subdivision. The investigation 
will further relate, as appropriate, to the 
determination of the date on which total 
or partial separations began or threat¬ 
ened to begin and the subdivision of the 
firm involved. A group meeting the eligi¬ 
bility requirements of section 222 of the 
Act will be certified as eligible to apply 
for adjustment assistance under Title 
II, Chapter 2, of the Act In accordance 
with the provisions of Supart B of 29 
CFR Part 90. 

Pursuant to 29 CFR 90.13, the peti¬ 
tioner or any other person showing a 
substantial interest in the subject matter 
of the investigation may request a pub¬ 
lic hearing, provided such request is filed 
in writing with the Director, Office of 
Trade Adjustment Assistance, at the ad¬ 
dress shown below, not later than Jan¬ 
uary 17.1977. 

Interested persons are invited to sub¬ 
mit written comments regarding the 
subject matter of this Investigation to 
the Director, Office of Trade Adjustment 
Assistance, at the address shown below, 
not later than January 17, 1977. 

The petition filed in this case is avail¬ 
able for inspection at the Office of the 
Director. Office of Trade Adjustment As¬ 
sistance, Bureau of International Labor 
Affairs, U.8. Department of Labor. 200 
Constitution Avenue NW„ Washington. 
D C. 20210. 


Signed at Washington. D.C. this 15th 
day of December 1976. 

Dominic Sorrentino. 
Acting Director , Office of 
Trade Adjustment Assistance. 
|FR Doc.77-691 Filed 1-6-77; 8:45 tm| 


ITA-W-1.4471 
U.S. STEEL CORP* 

Investigation Regarding Certification of Eli¬ 
gibility To Apply for Worker Adjustment 

Assistance 

On December 15. 1976 the Department 
of Labor received a petition dated No¬ 
vember 15. 1976 which was filed under 
section 221 <a> of the Trade Act of 1974 
("the Act*’) by the United Steelworkers 
of America on behalf of the workers and 
former workers of Provo, Utah plant of 
US. Steel Corporation, Pittsburgh. Pa. 
(TA-W-1.447). Accordingly, the Acting 
Director. Office of Trade Adjustment As¬ 
sistance. Bureau of International Labor 
Affairs, has Instituted an investigation 
as provided In section 221 *a> of the Act 
and 29 CFR 90.12. 

The purpose? of the investigation is to 
determine whether absolute or relative 
increases of Imports of articles like or di¬ 
rectly competitive with iron and steel 
products produced by U.S. Steel Corpo¬ 
ration or an appropriate subdivision 
thereof have contributed Importantly to 
an absolute decline in sales or produc¬ 
tion. or both, of such firm or subdivisio 
and to the actual or threatened total or 
partial separation of a significant num¬ 
ber or proportion of the workers of such 
firm or subdivision. The Investigation 
will furtiier relate, as appropriate, to the 
determination of the date on which total 
or partial separations began or threat¬ 
ened to begin and the subdivision of tile 
firm involved. A group meeting the eligi¬ 
bility requirements of section 222 of the* 
Act will be certified as eligible to apply 
for adjustment assistance under Title II. 
Chapter 2, of the Act in accordance with 
the provisions of Subpart B of 29 CFR 
Part 90. 

Pursuant to 29 CFR 90.13, the peti¬ 
tioner or any other person showing a 
substantial Interest in the subject matter 
of the investigation may request a public 
hearing, provided such request is filed In 
writing with the Director, Office of Trade 
Adjustment Assistance, at the address 
shown below, not later than Janunrv 17, 
1977. 

Interested persons are invited to sub¬ 
mit written comments regarding the sub¬ 
ject matter of this investigation to the 
Director, Office of Trade Adjustment As¬ 
sistance. at the address shown below*, not 
later than January 17, 1977. 

The petition filed In this case is avail¬ 
able for inspection at the Offlce of the 
Director. Office of Trade Adjustment As¬ 
sistance, Bureau of International Labor 
Affairs, U.8, Department of Labor, 200 
Constitution Avenue, N.W., Washington. 
D C 20210 
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NOTICES 


Signed at Washington. D C. this 15th 
day of December 1975. 

Dominic Sorrrntino, 

Acting Director . Office of 
Trade Adjustment Assistance . 

| FR Doc.77-<K)2 Piled 10-77;8:45 am| 


JTA-W-1.4481 

U.S. STEEL CORP. 

Investigation Regarding Certification of Eli¬ 
gibility To Apply for Worker Adjustment 

Assistance 

On December 15. 1976. the Depart¬ 
ment of Labor received a petition dated 
November 15, 1976, which was hied un¬ 
der section 221(a) of the Trade Act of 
1974 (“the Act”) by the United Steel¬ 
workers of America on behalf of the 
workers and former workers of Rankin. 
Pennsylvania plant of U6. Steel Cor¬ 
poration, PitLdmrgh. Pa. (TA—W—1,448). 
Accordingly, the Acting Director, Office 
of Trade Adjustment Assistance. Bureau 
of International Labor Affairs, has In¬ 
stituted an investigation as provided In 
section 221 (a) of the Act and 29 CFR 
90.12, 

The purpose of the Investigation Is to 
determine whether absolute or relative 
increases of imports of articles like or 
directly competitive with iron and steel 
products produced bv U S. Steel Cor¬ 
poration or an appropriate subdivision 
thereof have contributed importantly to 
an absolute decline in sales or produc¬ 
tion. or both, of such firm or subdivision 
and to the actual or threatened total or 
partial separation of a significant num¬ 
ber or proportion of the workers of such 
firm or subdivision. The investigation 
will further relate, os appropriate, to the 
determination of the dnte on which 
total or portiol separations began or 
threatened to begin and the subdivision 
of the firm Involved. A group meeting 
the eligibility reoui rements of 8ection 
222 of the Act wiU be certified as eligible 
to apply for adjustment assistance under 
Title n. Chapter 2. of the Act In accord¬ 
ance with the provisions of Subpart B 
of 29 CFR Pnrt 90. 

Pursuant to 29 CFR 90.13, the peti¬ 
tioner or any other person showing a sub¬ 
stantial interest In the subject matter of 
the Investigation may request a public 
hearing, provided such request Is hied in 
writing with the Director. Office of Trade 
Adjustment Assistance, at the address 
shown below, not later than January 17, 
1977. 

Interested persons arc invited to sub¬ 
mit written comments regarding the sub¬ 
ject matter of this investigation to the 
Director. Office of Trade Adjustment As¬ 
sistance. at the address shown below, not 
later than January 17.1977. 

The petition filed in this case is avail¬ 
able for Inspection nt the Office of the 
Director. Office of Trade Adjustment As¬ 
sistance, Bureau of International Labor 
Affairs. U.8. Department of Labor. 200 
Constitution Avenue. N.W.. Washington. 
D.C. 20210. 


Signed at Washington. DC., this 15th 
day of December 1976. 

Dominic Sorrxntino, 
Acting Director , Office of 
Trade Adjustment Assistance. 

|PR Doc.77-693 Piled 1-8-77:8:45 am) 


(TA'W-1.440) 

U.S. STEEL CORP. 

Investigation Regarding Certification of Eli¬ 
gibility To Apply for Worker Adjustment 

Assistance 

On December 15.1976, the Department 
of Labor received a petition dated No¬ 
vember 15, 1976, which was filed under 
section 221(a) of the Trade Act of 1974 
(“the Act”) by the United Steelworkers 
of America on behalf of the workers and 
former workers of Torrance, California 
plant of U.8. Steel Corporation. Pitts¬ 
burgh. Pa. (TA-W—1,449). Accordingly, 
the Acting Director, Ofllcc of Trade Ad¬ 
justment Assistance, Bureau of Inter¬ 
national Labor Affairs, has Instituted an 
investigation as provided In section 221 
<a> of the Act and 29 CFR 90.12. 

The purpose of the investigation is to 
determine whether absolute or relative 
increases of imports of articles like or 
directly competitive with Iron and steel 
products produced by UJ3. Steel Corpora¬ 
tion or an appropriate subdivision there¬ 
of have contributed importantly to an 
absolute decline In sales or production, 
or both, of such firm or subdivision and 
to the actual or threatened total or par¬ 
tial separation of a significant number 
or proportion of the wrorkers of such firm 
or subdivision. The investigation will fur¬ 
ther relate, as appropriate, to the deter¬ 
mination of tlie date on which total or 
partial separations began or threatened 
to begin and the subdivision of the Arm 
involved. A group meeting the eligibility 
requirements of section 222 of the Act 
will be certified as eligible to apply for 
adjustment assistance under Title II. 
Chapter 2. of the Act in accordance with 
the provisions of Subpart B of 29 CFR 
Part 90. 

Pursuant to 29 CFR 90.13, the peti¬ 
tioner or any other person showing a 
substantial interest in the subject mat¬ 
ter of the investigation may request a 
public hearing, provided such request is 
filed in writing with the Director. Office 
of Trade Adjustment Assistance, at the 
address shown below, not later than 
January 17, 1977. 

Interested persons arc invited to sub¬ 
mit written comments regarding the 
subject matter of this Investigation to 
the Director. Ofllcc of Trade Adjustment 
Assistance, at the address shown below, 
not later than January 17, 1977. 

The petition filed In this case Is avail¬ 
able for inspection at the Office of the 
Director. Office of Trade Adjustment 
Assistance. Bureau of International 
Labor Affairs. U.8. Department of La¬ 
bor. 200 Constitution Avenue. N.W., 
Washington, D.C. 20210. 


Slmed at Washington. D.C. thin 15th 
day of December 1975. 

Dominic Sorrentino. 
Acting Director , Office of 
Trade Adjustment Assistance. 
ire Doc.77-094 Filed 1-6-77:8:45 »m| 


ITA W-1,4511 
U.S. STEEL CORP. 

Investigation Rogiirding Certification of Eli¬ 
gibility To Apply for Worker Adjustment 

Assistance 

On December 15. 1970 die Department 
of Labor received a petition dated No¬ 
vember 15. 1976 which was filed under 
section 221(a) of the Trade Act of 1974 
(“the Act”i by the United Steelworkers 
of America on behalf of the workers and 
former workers of Bessemer, Alabama 
plant of U3. Steel Corporation. Pitts¬ 
burgh, Pa. <TA-W-1.451). Accordingly, 
the Acting Director. Office of Trade Ad¬ 
justment Assistance, Bureau of Interna¬ 
tional Labor Affairs, has Instituted an in¬ 
vestigation as provided in section 221(a) 
of the Act and 29 CFR 90.12. 

The purpose of the investigation b to 
determine whether absolute or relative 
increases of Imports of articles like or 
directly competitive with Iron and steel 
products produced by U.S. Steel Corpora¬ 
tion or an appropriate subdivision there¬ 
of have contributed Importantly to an 
absolute decline in sales or production, or 
both, of such Arm or subdivision and to 
the actual or threatened total or partial 
separation of a significant number of 
proportion of the workers of such Arm 
or subdivision. The Investigation will fur¬ 
ther relate, as appropriate, to the deter¬ 
mination of the date on which total or 
partial separations began or threatened 
to begin and the subdivision of the firm 
Involved. A group meeting the eligibility 
requirements of section 222 of the Act 
will be certified as eligible to apply for 
adjustment assistance under Title IT. 
Chapter 2. of the Act in accordance wfih 
the provisions of Subpart B of 29 CFR 
Pnrt 90. 

Pursuant to 29 CFR 99.13. the petition¬ 
er or any other person showing a sub¬ 
stantial interest in the subject matter 
of the Investigation may request a rub- 
lic hearing, provided such request is 
filed in writing with the Director. Office 
of Trade Adjustment A««Lstance. at the 
address show below, not later than Jan¬ 
uary 17.1977. 

Interested persons are Invited to sub¬ 
mit written comments regarding the sub¬ 
ject matter of this Investigation to the 
Director. Office of Trade Adjustment As¬ 
sistance. at the address shown below, 
not later than January 17. 1977. 

The petition filed in this case is avail¬ 
able for inspection at the Office of the 
Director. Office of Trade Adjustment As¬ 
sistance. Bureau of International Labor 
Affairs. U.8. Department of Labor. 200 
Constitution Avenue. N.W, Washington, 
D.C. 20210. 
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Signed At Washington. DC., this 15th 
day ol December 1976. 

Dominic Sokrf.ntino. 

Acting Director . Office of 
Trade Adjustment Assistance. 
(TO Doc 77-605 Filed l-6-77;8 45 nm| 


| T A-W-1.4 621 

U.S. STEEL CORPORATION 

Investigation Regarding Certification of Eli¬ 
gibility To Apply for Worker Adjustment 

Assistance 

On December 15. 1976 the Department 
of Labor received a petition dated No¬ 
vember 15. 1976 which was filed under 
section 221(a) of the Trade Act of 1974 
(“the Act**) by the United 8teelworkcrs 
of America on behalf of the workers and 
former workers of Fairfield, Alabama 
plant of U.S. Steel Corporation. Pitts¬ 
burgh. Pa. (TA-W-1,452). Accordingly, 
the Acting Director. Office of Trade Ad¬ 
justment Assistance, Bureau of Interna¬ 
tional Labor Affairs, has instituted an 
investigation as provided in section 221 
<a) of the Act and 29 CFR 90.12. 

The purpose of the investigation Is to 
determine whether absolute or relative 
increases of imports of articles like or 
directly competitive with iron A steel 
products produced by U 8. Steel Corpora¬ 
tion or an appropriate subdivision thereof 
have contributed importantly to an ab¬ 
solute decline in sales or production, or 
both, of such firm or subdivision and to 
the actual or threatened total or partial 
separation of a significant number or 
proportion of the workers of such firm 
or subdivision. The investigation will 
further relate, as appropriate, to the de¬ 
termination of the date on which total 
or partial separations began or threat¬ 
ened to begin and the subdivision of the 
firm involved. A group meeting the eligi¬ 
bility requirements of section 222 of the 
Act will be certified as eligible to apply 
for adjustment assistance under Title II. 
Chapter 2, of the Act In accordance with 
the provisions of 8ubpart B of 29 CFR 
Part 90. 

Pursuant to 29 CFR 90.13. the petitioner 
or any other person showing a substan¬ 
tial interest In the subject matter of the 
investigation may request a public hear¬ 
ing. provided such request is filed in writ¬ 
ing with the Director, Office of Trade Ad¬ 
justment Assistance, at the address 
shown below, not later than Janunry 17. 
1977. 

Interested persons are Invited to sub¬ 
mit written comments regarding the sub¬ 
ject matter of this investigation to the 
Director, Office of Trade Adjustment As¬ 
sistance. at the address shown below, not 
later than January 17. 1977. 

The petition filed in this case is avail¬ 
able for inspection at the Office of the 
Director, Office of Trade Adjustment As¬ 
sistance, Bureau of International Labor 
Affairs, UJ3. Department of Labor, 200 
Constitution Avenue, NW„ Washington. 
D C. 20210. 


Signed at Washington. D C,, this 15th 
day of December 1976. 

Dominic Sorrentino. 

Acting Director, Office o/ 
Trade Adjustment Assistance. 

I TO Doc*.77-696 Piled 1-6-77:8 45 am) 


|TA-W-1.4€8| 

WHEELING PITTSBURGH STEEL 
CORPORATION 

Investigation Regarding Certification of Eli* 

pibility To Apply for Worker Adjustment 

Assistance 

On December 15. 1976 the Department 
of Labor received a petition dated No¬ 
vember 15. 1976 which whs filed under 
section 221 <n> of the Trade Act of 1974 
<*'thc Act**) by the United Steelworkers 
of America on behalf of the workers and 
former workers of the Ohio Valley plant. 
8tcubenvllle. Ohio of Wheeling Pitts¬ 
burgh Steel Corp.. Pittsburgh. Pa <TA- 
W-1.468>. Accordingly, the Director. 
Office of Trade Adjustment Assistance. 
Bureau of International Labor Affairs, 
has instituted on investigation as pro¬ 
vided in section 221 (a > of the Act and 29 
CFR 90.12 

The purpose of the Investigation is to 
determine whether absolute or relative 
increases of Imports of articles like or 
directly competitive with strip steel, 
coated coils, pig iron, ingots, slabs & cold 
rolled coils produced by Wheeling Pitts¬ 
burgh Steel Corp. or an appropriate sub¬ 
division thereof have contributed im¬ 
portantly to an absolute decline in sales 
or production, or both, of such firm or 
subdivision and to the actual or threat¬ 
ened total or partial separation of a sig¬ 
nificant number or proportion of the 
workers of such firm or subdivision. The 
Investigation will further relate, as ap¬ 
propriate. to the determination of the 
date on which total or partial separa¬ 
tions began or threatened to begin and 
the subdivision of the firm involved. A 
group meeting the eligibility require¬ 
ments of section 222 of the Act will be 
certified as eligible to apply for adjust¬ 
ment assistance under Title n. Chapter 
2, of the Act in accordance with the pro¬ 
visions of Subpart B of 29 CFR Part 90. 

Pursuant to 29 CFR 90.13, the peti¬ 
tioner or any other person showing a 
substantial Interest in the subject mat¬ 
ter of the investigation may request a 
public hearing, provided such request is 
filed in writing with the Director. Office 
of Trade Adjustment Assistance, at the 
address shown below, not later than Jan¬ 
uary 17, 1977. 

Interested persons are invited to sub¬ 
mit written comments regarding the sub¬ 
ject matter of this investigation to the 
Director. Office of Trade Adjustment As¬ 
sistance, at the address shown below, not 
later than January 17. 1977. 

The petition filed in this case is avail¬ 
able for inspection at the Office of the 
Director, Office of Trade Adjustment As¬ 
sistance, Bureau of International Labor 
Affairs. U.S. Department of Labor. 200 
Constitution Avenue, N.W . Washington. 
D C. 20210. 


Signed at Washington. D.C.. this 15th 
day of December 1976. 

Marvin M. Fooks, 
Director, Office of Trade 
Adjustment Assistance 
(TO Doc 77 6:>7 Filed 1-6-77.8 45 *m) 


| TW-W-1.4091 

WHEELING PITTSBURGH STEEL CORP. 

Investigation Regarding Certification of Eli¬ 
gibility To Apply for Worker Adjustment 

Assistance 

On DecemWr 15. 1976 the Department 
ol Labor received a petition dated No¬ 
vember 15. 1970 which was filed under 
section 221 <a» of the Trade Act of 1974 
i "the Act**) by the United Steelworkers 
of America on behalf of the workers and 
former workers of the Ohio Valley plant 
Pollans bee. West Virginia of Wheeling 
Pittsburgh Steel Corp., Pittsburgh. Pa 
(TA-W-1.469). 

Accordingly, the Director, Office of 
Trade Adjustment Assistance, Bureau of 
International Labor Affairs, ha* insti¬ 
tuted an investigation as provided in 
section 221(a) of the Act and 29 CFR 
90.12. 

The purpose of the investigation is 
U> determine whether absolute or relative 
increases of imports of articles like or 
directly competitive with strip steel and 
coated colls produced by Wheeling Pitta- 
burgh Steel Corporation or an appropri¬ 
ate subdivision thereof have contributed 
importantly to an absolute decline in 
sales or production, or both, of such firm 
or subdivision and to the actual or 
threatened total or partial separation of 
a significant number or proportion of 
the workers of such firm or subdivision 
The investigation will further relate, a* 
appropriate, to the determination of the 
date on which total or partial separa¬ 
tions began or threatened to begin and 
the subdivision of the firm involved. A 
group meeting the eligibility require¬ 
ments of section 222 of the Act will be 
certified as eligible to apply for adjust¬ 
ment assistance under Title II. Chapter 
2. of the Act in accordance with the pro¬ 
visions of 8ubpart B of 29 CFR Part 90. 

Pursuant to 29 CFR 90 13, the peti¬ 
tioner or any other person showing a sub¬ 
stantial interest in the subject matter 
of the investigation may request a public 
hearing, provided such request is filed in 
writing with the Director. Office of Trade 
Adjustment Assistance, at the address 
shown below, not later than January 17. 
1977, 

Interested persons ore invited to sub¬ 
mit written comments regarding the sub¬ 
ject matter of this investigation to the 
Director, Office of Trade Adjustment As¬ 
sistance, at the address shown below, not 
later than January 17. 1977. 

The petition filed in this case is avail¬ 
able for inspection at the Office of the 
Director, Office of Trade Adjustment As¬ 
sistance, Bureau of International Labor 
Affairs. U.8. Department of Labor. 200 
Constitution Avenue. N.W., Washington. 
D C. 20210. 
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Signed at Washington. DC,, this 15th 
day of December 1975. 

Marvin M. Fooks, 
Director . Office of Trade 
Adjustment Assistance. 

(Ktt Doc.77-698 PLled 1-5-77:8 45 Am| 


ITA-W-1.4701 

WHEEUNG PITTSBURGH STEEL CORP. 

Investigation Regarding Certification of Eli¬ 
gibility To Apply for Worker Adjustment 
Assistance 

On December 15, 1976 the Department 
of Labor received a petition dated No¬ 
vember 15. 1976 which was filed under 
section 221(a) of the Trade Act of 1974 
(•‘the Act") by the United Steelworkers 
of America on behalf of the workers and 
former workers of the Ohio Valley plant. 
YorkvMe, Ohio of Wheeling Pittsburgh 
Steel Corp., Pittsburgh. Pa. (TA-W- 
1.470). 

Accordingly, the Director. Office of 
Trade Adjustment Assistance. Bureau of 
International Labor Affairs, has in¬ 
stituted on investigation as provided In 
section 221(a) of the Act and 29 CFR 
90.12. 

The purpose of the investigation is to 
determine whether absolute or relative 
increases of imports of articles like or di¬ 
rectly competitive with tin and block 
plate, tin foil steel and cold rolled steel 
produced by Wheeling Pittsburgh Steel 
Corporation or an appropriate subdivi¬ 
sion thereof have contributed import¬ 
antly to an absolute decline in sales or 
production, or both, of such firm or sub¬ 
division and to the actual or threatened 
total or partial separation of a significant 
number or proportion of the workers of 
such firm or subdivision. The Investiga¬ 
tion will further relate, as appropriate, to 
the determination of the date on which 
total or partial separations began or 
threatened to begin and the subdivision 
of the firm involved. A group meeting the 
eligibility requirements of section 222 of 
the Act will be certified as eligible to 
apply for adjustment assistance under 
Title IL Chapter 2, of the Act tn accord¬ 
ance with the provisions of Subport B of 
29 CFR Part 90. 

Pursuant to 29 CFR 90.13, the peti¬ 
tioner or any other person showing a 
substantial interest in the subject mat¬ 
ter of the investigation may request a 
public hearing, provided such request is 
filed In writing with the Director. Office 
of Trade Adjustment Assistance, at the 
address shown below, not later than 
January 17. 1977. 

Interested persons are invited to sub¬ 
mit written comments regarding the sub¬ 
ject matter of this Investigation to the 
Director. Office of Trade Adjustment As¬ 
sistance. at the address shown below, 
not later than January 17. 1977. 

The petition filed in this case Is avail¬ 
able for inspection at the Office of the 
Director. Office of Trade Adjustment As¬ 
sistance. Bureau of International Labor 
Affairs. UA Department of Labor. 200 
Constitution Avenue. N.W.. Washington. 
D C. 20210. 


Signed at Washington. D.C.. this 15th 
day of December 1976. 

Marvin M. Fooks, 
Director . Office of Trade 
Adjustment Assistance, 

|FH Doc.77-699 Filed 1-6-77:8:45 ami 


ITA W-1.4711 

WHEEUNG PITTSBURGH STEEL CORP. 

Investigation Regarding Certification of Eli¬ 
gibility To Apply for Worker Adjustment 
Assistance 

On December 15.1976. the Department 
of Labor received a petition dated No¬ 
vember 15, 1976 which was filed under 
section 221(a) of the Trade Act of 1974 
rthe Act") by the United Steelworkers 
of America on behalf of the wrorkers and 
former workers of the Ohio Valley plant, 
Mingo Junction. Ohio of Wheeling Pitts¬ 
burgh Steel Corporation. Pittsburgh, Pa. 
(TA-W-1.471). Accordingly, the Direc¬ 
tor. Office of Trade Adjustment Assist¬ 
ance. Bureau of International Labor Af¬ 
fairs. has instituted an investigation as 
provided in section 221<a> of the Act 
and 29 CFR 90.12. 

Hie purpose of the investigation is to 
determine whether absolute or relative 
increases of imports of articles like or 
directly competitive with slabs & rolled 
coils produced by Wheeling Pittsburgh 
Steel Corporation or an appropriate sub¬ 
division thereof have contributed Im¬ 
portantly to an absolute decline in sales 
or production, or both, of such firm or 
subdivision and to the actual or threat¬ 
ened total or partial separation of a sig¬ 
nificant number or proportion of the 
workers of such firm or subdivision. The 
investigation will further relate, as ap¬ 
propriate, to the determination of the 
date on which total or partial separa¬ 
tions began or threatened to begin and 
the subdivision of the firm involved. A 
group meeting the eligibility require¬ 
ments of section 222 of the Act will be 
certified as eligible to apply for adjust¬ 
ment assistance under Title II. Chapter 
2. of the Act in accordance with the pro¬ 
visions of 8ubpart B of 29 CFR Part 90. 

Pursuant to 29 CFR 90.13, the peti¬ 
tioner or any other person showing a 
substantial Interest in the subject mat¬ 
ter of the investigation may request a 
public hearing, provided such request is 
filed In writing with the Director, Office 
of Trade Adjustment Assistance, at the 
address shown below, not later than 
January 17,1977. 

Interested persons arc Invited to sub¬ 
mit written comments regarding the sub¬ 
ject matter of this investigation to the 
Director. Office of Trade Adjustment As¬ 
sistance, at the address shown below, not 
later than January 17. 1977. 

The petition filed in this case is avail¬ 
able for inspection at the Office of the 
Director, Office of Trade Adjustment As¬ 
sistance, Bureau of International Labor 
Affairs. U.S. Department of Labor. 200 
Constitution Avenue. N.W.. Washington. 
D.C. 20210. 


Signed at Washington, D C. this 15th 
day of December 1976. 

Marvin M. Fooks, 
Director, Office of 
Trade Adjustment Assistance. 
[FR Doc.77-700 Filed 1 6-77; 8:45 am | 


ITA-W-X.472J 

WHEEUNG PITTSBURGH STEEL CORP. 

Investigation Regarding Certification of Eli¬ 
gibility To Apply for Worker Adjustment 
Assistance 

On December 15. 1976 the Department 
of Labor received a petition dated No¬ 
vember 15. 1976 which was filed under 
section 221(a) of the Trade Act of 1971 
(‘ the Act") by the United Steelworkers 
of America on behalf of the workers and 
former workers of the Ohio Valley plant, 
Benwood. West Virginia of Wheeling 
Pittsburgh Steel Corporation. Pittsburgh, 
Pa. (TA-W-1.472). Accordingly, the 
Director. Office of Trade Adjustment As¬ 
sistance. Bureau of International Labor 
Affairs, has Instituted an Investigation as 
provided In section 221(a) of the Act 
and 29 CFR 90.12. 

The purpose of the investigation is to 
determine whether absolute or relative 
increases of imports of articles like or di¬ 
rectly competitive with black and galva¬ 
nized standard, structural and line pipe-, 
welding castings, conduits and electrical 
metallic tubing produced by Wheeling 
Pittsburgh Steel Corporation or an 
appropriate subdivision thereof have 
contributed importantly to an absolute 
decline In sales or production, or both, ot 
such firm or subdivision and to the ac¬ 
tual or threatened total or partial sep¬ 
aration of a significant number or pro¬ 
portion of the workers of such firm or 
subdivision. The investigation will fur¬ 
ther relate, as appropriate, to the de¬ 
termination of the date on which totM 
or partial separations began or threat¬ 
ened to begin and the subdivision of the 
firm involved. A group meeting the eli¬ 
gibility requirements of section 222 of the 
Act will be certified as eligible to apply 
for adjustment assistance under Title IT, 
Chapter 2. of the Act In accordance with 
the provisions of Subpart B of 29 CFR 
Part 90. 

Pursuant to 29 CFR 90.13. the peti¬ 
tioner or any other person showing a 
substantial interest In the subject mat¬ 
ter of the investigation mAy request a 
public hearing, provided such request is 
filed In writing with the Director. Office 
of Trade Adjustment Assistance, at the 
address shown below, not later than 
January 17. 1977. 

Interested persons are lnivted to sub¬ 
mit written comments regarding the 
subject matter of this investigation to 
the Director. Office of Trade Adjustment 
Assistance, at the address shown below, 
not later than January 17. 1977. 

The petition filed in this case is avail¬ 
able for inspection at the Office of the 
Director. Office of Trade Adjustment As¬ 
sistance, Bureau of International Labor 
Affairs. U.S. Department of Labor. 200 
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Constitution Avenue. N W., Washington, 
D C. 20210. 

Signed at Washington. D.C. this 15 th 
day of December 1976. 

Marvin M. Fooks. 
Director. Office of 
Trade Adjustment Assistance 
|FR Doc.77-701 Filed 1-6 77;8:4S «m| 


|TA-W-I.463| 

YOUNGSTOWN SHEET AND TUBE CO. 

investigation Regarding Certification of Eli¬ 
gibility To Apply for Worker Adjustment 

Assistance 

On December 20. 1976 the Department 
of Labor received a petition dated De¬ 
cember 3. 1976 which was filed under 
section 221 <a) of the Trade Act of 1974 
(“the Act") by the United Steelworkers 
of America on behalf of the workers and 
former workers of East Chicago. Indiana 
plant of Youngstown 8heet and Tube 
Co., Youngstown. Ohio (TA-W-1.463). 
Accordingly, the Director, Office of Trade 
Adjustment Assistance, Bureau of Inter¬ 
national Labor Affairs, has Instituted an 
investigation as provided in section 221 
•a> of the Act and 29 CFR 90 12. 

The purpose of the investigation is to 
determine whether absolute or relative 
increases of imports of articles like or 
directly competitive with basic steel 
i produced by Youngstown Sheet and Tube 
Company or an appropriate subdivision 
thereof have contributed importantly to 
an absolute decline in sales or produc¬ 
tion. or both, of such firm or subdivision 
and to the actual or threatened total or 
partial separation of a significant num¬ 
ber or proportion of the workers of such 
firm or subdivision. The Investigation will 
further relate, as appropriate, to the de¬ 
termination of the date on which total 
or partial separations began or threat¬ 
ened to begin and the subdivision of the 
firm involved. A group meeting the eligi¬ 
bility requirements of section 222 of the 
Act will be certified as eligible to apply 
for adjustment assistance under Title II. 
Chapter 2. of the Act in accordance with 
me provisions of Subpart B of 29 CFR 
Part 90. 

Pursuant to 29 CFR 90.13, the peti¬ 
tioner or any other person showing a sub¬ 
stantial interest in the subject matter 
of the Investigation may request a pub¬ 
lic hearing, provided such request is filed 
In writing with the Director, Office of 
Trade Adjustment Assistance, at the ad¬ 
dress shown below, not later than Janu¬ 
ary 17.1977 

Interested persons are invited to sub¬ 
mit written comments regarding the 
KUbject matter of this investigation to the 
Director, Office of Trade Adjustment As¬ 
sistance, at the address show n below, not 
later than January 17. 1977. 

The petition filed in this case is avail¬ 
able Tor Inspection at the Office of the 
Director, Office of Trade Adjustment As¬ 
sistance, Bureau of International Labor 
Affairs, UB. Department of Labor, 200 
Constitution Avenue. K W Washington. 
D C. 20210. 


Signed at Washington. DC this 20th 
day of December 1976. 

Marvin M. Fooxs, 
Director, Office of Trade 
Adjustment Assistance. 
|FR Doc 77-702 Filed 1-6-77,6:46 *m| 


NATIONAL CENTER FOR PRODUC 
TIVITY AND QUALITY OF WORK¬ 
ING LIFE 

NATIONAL CENTER FOR PRODUCTIVITY 
OF QUALITY OF WORKING LIFE BOARO 
OF DIRECTORS 

Meeting 

January 5. 1977- 

Notice Is hereby given of a meeting 
of the Board of Directors of the Na¬ 
tional Center for Productivity and Qual¬ 
ity of Working Life established by the 
National Productivity and Quality of 
Working Life Act of 1975 (Pub. L. 94- 
136 >. The Board is presently composed 
of 23 members representing business, la¬ 
bor. the Federal Government* State and 
local governments, institutions of higher 
education and others from the private 
and public sectors. 

The Directors will meet January 12, 
1977 at 9:30 am. in the Old Executive 
Office Building. The proposed agenda for 
the meeting which will adjourn at 12:00 
pm. is a discussion of a draft statement 
on productivity issues. 

To receive additional Information, and 
changes, if any. to the agrnda inter¬ 
ested persons of the public should con¬ 
tact: Charles E. Courtney. National 
Center for Productivity and Quality of 
Working Life. 2000 M Street. N.W at 
202-254-9S90 

George M Kitfer. 

Executive Director 
IPR Doc 77 808 Filed 1-6 77.8:45 *m| 


NATIONAL FOUNDATION ON THE 
ARTS AND THE HUMANITIES 
National Endowment for the Arts 

ARCHITECTURE PLUS ENVIRON 
MENTAL ARTS ADVISORY PANEL 

Renewal 

In accordance with the provisions of 
the Federal Advisory Committee Act 
• Pub. L. 92-463); the NFAH Act of 1965. 
as amended (20 U.8.C. 959»; and para¬ 
graph 9 of OMB Circular A-63; notice 
is hereby given that renewal of the 
Architecture Plus Environmental Arts 
Advisory Pane) has been approved by the 
Chairman of the National Endowment 
for the Arts for a period of two years, 
until January 15. 1979. 

The Architecture Plus Environmental 
Arts AdvLsory Panel review’s grant appli¬ 
cations and makes recommendations to 
the National Council on the Arts and the 
Chairman, National Endowment for the 
Arts, regarding financial support of qual¬ 
ity arts projects. 

The charter for the Architecture Plus 
Environmental Arts Advisory Panel will 
be filed with standing committees of the 
Senate and House of Representatives 


having legislative Jurisdiction over the 
Endowment and with the Library of 
Congress. 

Signed on January 3. 1977. in Wash¬ 
ington, D.C. 

Robkrt M Sims. 
Administrative Officer, National 
Endotcmcnt for the Arts, Na¬ 
tional Foundation on (he Arts 
and the Humanities. 

I PR Doc 77-570 FUed 1 6 77,8 45 Ami 


DANCE ADVISORY PANEL 
Renewal 

In accordance with the provisions of 
the Federal Advisory Committee Act 
(Pub. L. 92-463>; the NFAH Act of 1965. 
os amended (20 U.8.C. 959); and para¬ 
graph 9 of OMB Circular A-63: notice la 
hereby given that renewal of the Dance 
Advisory Panel has been approved by the 
Chairman of the National Endowment 
for the Arts for a period of two years* 
until Januan' 15.1979. 

The Dance Advisory Panel reviews 
grant applications and makes recom¬ 
mendations to the National Council on 
the Arts and the Chairman, National 
Endowment for the Arts, regarding 
financial support of quality arts projects 

The charter for the Dance Advisory 
Panel will be filed with standing com¬ 
mittees of the Senate and House of 
Representatives having legislative Juris¬ 
diction over the Endowment and with 
the Library of Congress. 

Signed on January 3. 1977. in Wash¬ 
ington. D.C. 

Robert M. Sims, 
Administrative Officer, National 
Endowment for the Arts, Na¬ 
tional Foundation on the Arts 
and the Humanities . 

I PR Doc77-57X Filed 1-6*77.8:45 AmJ 


EXPANSION ARTS ADVISORY PANEL 
Renewal 

In accordance with the provisions of 
the Federal Advisory Committee Act 
<Pub. L. 92-463) : the NFAH Act of 1965. 
as amended (20 UB.C. 959); and para¬ 
graph 9 of OMB Circular A-63: notice is 
liereby given that renewal of the Expan¬ 
sion Arts Advisory Panel has been ap¬ 
proved by the Chairman of the National 
Endowment for the Arts for a period of 
two years, until January 15.1979. 

The Expansion Arts Advisory Panel 
reviews grant applications and makes 
recommendations to the National Coun¬ 
cil on the Arts and the Chairman. Na¬ 
tional Endowment for the Arts, regard¬ 
ing financial support of quality arts 
projects. 

The charter for the Expansion Arts 
Advisory Panel will be filed with standing 
committees of the Senate and House of 
Representatives having legislative juris¬ 
diction over the Endowment and with 
the Library of Congress. 
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Signed on January 3. 1977, In Wash¬ 
ington, D.C. 

Robert M. Sims. 
Administrative Officer, National 
Endowment for the Arts, Na¬ 
tional Foundation on the Arts 
and the Humanities . 

|FR Doc77-672 Filed l-6-77;8;45 Am] 


FEDERAL GRAPHICS EVALUATION 
ADVISORY PANEL 

Renewal 

In accordance with the provisions of 
the Federal Advisory Committee Act 
<Pub. L. 92-463): the NFAH Act of 1965. 
as amended (20 U.S.C. 959): and para¬ 
graph 9 of OMB Circular A-63; notice is 
hereby given that renewal oX the Federal 
Graphics Evaluation Advisory Panel has 
been approved by the Chairman of the 
National Endowment for the Arts for a 
period of two years, until January 15. 
1979. 

The Federal Graphics Evaluation Ad¬ 
visory Panel reviews grant applications 
and makes recommendations to the Na¬ 
tional Council on the Arts and the 
Chairman, National Endowment for the 
Arts, regarding financial support of 
quality arts projects. 

The charter for the Federal Graphics 
Evaluation Advisory Panel will be filed 
with standing committees of the Senate 
and House of Representatives having 
legislative Jurisdiction over the Endow¬ 
ment and with the Library of Congress. 

Signed on January 3. 1977, In Wash¬ 
ington, D.C. 

Robert M. Sims. 

Administrative Officer, National 
Endowment for the Arts t Na¬ 
tional Foundation on the Arts 
and the Humanities, 

|FR Doc.77-573 Filed 1-6-77;8:45 *m| 


LITERATURE ADVISORY PANEL 
Renewal 

In accordance with the provisions of 
the Federal Advisory Committee Act 
(Pub. L. 92-463>; the NFAH Act of 1965. 
as amended <20 U.S.C. 959): and para¬ 
graph 9 of OMB Circular A-63: notice is 
hereby given that rcncw*al of the Litera¬ 
ture Advisory Panel has been approved 
by the Chairman of the National Endow¬ 
ment for the Arts for a period of two 
years, until January 15,1979. 

The Literature Advisory Panel reviews 
grant applications and makes recommen¬ 
dations to the National Council on the 
Arts and the Chairman. National Endow¬ 
ment for the Arts, regarding financial 
support of quality arts projects. 

The charter for the Literature Advi¬ 
sory Panel will be filed with standing 
committees of the Senate and House of 
Representatives having legislative Juris¬ 
diction over the Endowment and with 
the Library of Congress. 


Signed on January 3, 1977, in Wash¬ 
ington. D.C. 

Robert M. Sims. 
Administrative Officer , National 
Endowment for the Arts, Na¬ 
tional Foundation on the Arts 
and the Humanities . 

I FR Doc.77-674 Filed l-6-77;8:45 am) 


MUSEUM ADVISORY PANEL 
% Renewal 

In accordance with the provisions of 
the Federal Advisory Committee Act 
(Pub. L. 92-463); the NFAH Act of 1965. 
as amended <20 U.6.C. 959); and para¬ 
graph 9 of OMB Circular A-63; notice is 
hereby given that renewal of the Museum 
Advisory Panel has been approved by the 
Chairman of the National Endowment 
for the Arts for a period of two years, 
until January' 15. 1979. 

The Museum Advisory Panel reviews 
grant applications and mokes recommen¬ 
dations to the National Council on the 
Arts and the Chairman, National En¬ 
dowment for the Arts, regarding finan¬ 
cial support of quality arts projects. 

The charter for the Museum Advisory 
Panel will be filed with standing commit¬ 
tees of the Senate and House of Repre¬ 
sentatives having legislative jurisdiction 
over the Endowment and with the Li¬ 
brary of Congress. 

Signed on January 3. 1977, in Wash¬ 
ington. D.C. 

Robert M. Sim r , 
Administrative Officer . Nation¬ 
al Endowment for the Arts . 
National Foundation on the 
Arts and the Humanities. 

| FR Doc 77 675 Filed 1-6-77;8:46 nm| 


MUSIC ADVISORY PANEL 
Renewal 

In accordance with the provisions of 
the Federal Advisory' Committee Act 
(Pub. L. 02-463); the NFAH Act of 1965, 
as amended (20 U-S.C. 959>; and para¬ 
graph 9 of OMB Circular A-63; notice 
is hereby given that renewal of the Music 
Advisory* Panel has been approved by the 
Chairman of the National Endowment 
for the Arts for a period of two yearn, 
until January* 15. 1979. 

The Music Advisory* Panel reviews 
grant applications and makes recom¬ 
mendations to the National Council on 
the Arts and the Chairman. National En¬ 
dowment for the Arts, regarding finan¬ 
cial support of quality arts projects. 

The charter for the Music Advisory 
Panel will be filed with standing com¬ 
mittees of the Senate and House of Rep¬ 
resentatives having legislative Jurisdic¬ 
tion over the Endowment and with the 
library of Congress. 


Signed on January 3, 1977, in Wash¬ 
ington. D.C. 

Robert M. Sims, 
Administrative Officer, National 
Endowment for the Arts, Na¬ 
tional Foundation on the Arts 
and the Humanities. 

|FR Doc 77-676 Filed l-6-77;8:45 am| 


PUBLIC MEDIA ADVISORY PANEL 
Renewal 

In accordance with the provisions of 
the Federal Advisory' Committee Act 
< Pub. L. 92-463* ; the NFAH Act of 1965. 
as amended <20 U.S.C. 959*; and para¬ 
graph 9 of OMB Circular A-63; notice Is 
hereby given that renewal of the Public 
Media Advisory’ Panel has been approved 
by the Chairman of the National Endow¬ 
ment for the Arts for a period of two 
years, until January 15.1979. 

The Public Media Advisory Panel re¬ 
views grant applications and makes rec¬ 
ommendations to the National Council 
on the Arts and the Chairman. National 
Endowment for the Arts, regarding fi¬ 
nancial support of quality arts projects. 

The charter for the Public Media Advi¬ 
sory Panel will be filed with standing 
committees of the Senate and House of 
Representatives having legislative Juris¬ 
diction over the Endowment and with 
the Library of Congress. 

Signed on January 3. 1977, In Wash¬ 
ington. D.C. 

Robert M. Sims. 

Administrative Officer, National 
Endoxcmcnt for the Arts, Na¬ 
tional Foundation on the Arts 
and the Humanities. 

|FR Doc.77-677 Filed l-6-77;8 45 ami 


THEATRE ADVISORY PANEL 
Renewal 

In accordance with the provisions of 
the Federal Advisory Committee Act 
(Pub. L 92-463* : the NFAH Act of 1965. 
as amended <20 U.S.C. 959>; and para¬ 
graph 9 of OMB Circular A-63; notice is 
hereby given that renewal of the Theatre 
Advisory Panel has been approved by the 
Chairman of the National Endowment 
for the Arts for a period of two years, 
until January 15. 1979. 

The Theatre Advisory’ Panel reviews 
grant applications and makes recom¬ 
mendations to the National Council on 
the Arts and the Chairman. National 
Endowment for the Arts, regarding fi¬ 
nancial support of quality arts projects. 

The charter for the Theatre Advisory 
Panel w ill be filed with standing commit¬ 
tees of the Senate and House of Repre¬ 
sentatives having legislative jurisdiction 
over the Endowment and with the Li¬ 
brary of Congress. 
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Signed on January 3, 1977. in Wash¬ 
ington, D.C. 

RonfcET M. Sims. 
Administrative Officer . National 
Endowment lor the Arts , Na¬ 
tional Foundation on the Arts 
and the Humanities . 

(KR Doc.77-578 Tiled 1-6-77.8 45 am) 


VISUAL ARTS ADVISORY PANEL 
Renewal 

In accordance with the provisions of 
the Federal Advisory Committee Act 
<Pub. L. 93-463): the NFAH Act of 1965. 
as amended *20 U-S.C. 959 >: and para¬ 
graph 9 of OMB Circular A-63: notice is 
hereby given that renewal of the Visual 
Arts Advisory Panel has been approved 
by the Chairman of the National En¬ 
dowment for the Arts for a period of two 
years, until January 15. 1979. 

The Visual Arts Advisory Panel reviews 
grant applications and makes recom¬ 
mendations to the National Council on 
the Arts and the Chairman. NaUonal En¬ 
dowment for the Art s, regarding finan¬ 
cial support of quality arts projects. 

The charter for the Visual Arts Advi¬ 
sory Panel will be filed with standing 
committees of the Senate and House of 
Representatives having legislative juris¬ 
diction over the Endowment and with 
the Library of Congress. 

Signed on January 3, 1977. in Wash¬ 
ington. D.C. 

Robert M. 8ims. 

Administrative Officer. National 
Endowment for the Arts, Na¬ 
tional Foundation on the Arts 
and the Humanities, 

|TR Doc.77-5T9 Filed 1-6-77;8 45 am| 


VISUAL ARTS ADVISORY PANEL 
Meeting 

Pursuant to Section 10(a)(2) of the 
Federal Advisory Committee Act (Pub¬ 
lic Law 92-403>, notice Is hereby given 
that a closed meeting of Uie Visual Arts 
Advisory Panel (Master Craftsmen Ap¬ 
prenticeships) to the NaUonal Council 
on the Arts will be held on January 24- 
25. 1970 from 9:30 a.m.-6:00 pm., in 
Room 1115. Columbia Plaza Building. 
2401 E Street. N.W., Washington, D.C. 

ThLs meeting is for the purpose of 
Panel review, discussion, evaluation, and 
recommendation on applications for 
financial assistance under the National 
Foundation on the Arts and the Humani¬ 
ties Act of 1965. as amended, including 
discussion of information given In con¬ 
fidence to the agency by grant appli¬ 
cants. In accordance with the determi¬ 
nation of the Chairman published in 
the Federal Register of June 16. 1975. 
this meeting, which involves matters 
exempt from the requirements of public 
disclosure under the provisions of the 
Freedom of Information Act (5 UJ8.C. 
552(b), <4>. (5>, and <«)> will not be 
open to the public. 


Furtlier information with reference to 
this meeting can be obtained from Mr. 
Robert M. Sims, Advisory Committee 
Management Officer. NaUonal Endow¬ 
ment for the Arts, Washington. DC. 
20506. or call (202) 634-6377. 

Robert M. Sims. 
Administrative Officer , Na¬ 
tional Endowment for the 
Arts. National Foundation on 
the Arts and the Humanities. 

| FR Doe.77-050 Filed 1-6-77.8:45 am| 


EXPANSION ARTS ADVISORY PANEL 
Notice of Meeting 

Pursuant to Section 10(a)(2) of the 
Federal Advisory* Committee Act (Public 
Law 92-463), noUce is hereby given that 
a closed meeting of the Expansion Arts 
Advisory Pnnel to the National Council 
on the Arts will be held on January 19. 
1977, from 9:00-5:30. In Room 1425. 
Columbia Plaza Building. 2401 E Street, 
NW., Washington. D.C. 

This meeting is for the purpose of 
Panel review, discussion, evaluation, and 
recommendation on applicaUons for fi¬ 
nancial assistance under the NaUonal 
FoundaUon on the Arts and the Humani¬ 
ties Act of 1965, as amended, Including 
discussion of information given in con¬ 
fidence to the agency by grant appli¬ 
cants. In accordance with the determina¬ 
tion of the Chairman published in the 
Federal Register of June 16. 1975. this 
meeting, which Involves matters exempt 
from the requirements of public dis¬ 
closure under the provisions of the Free¬ 
dom of InformaUon Act (5 UB.C. 552(b) 
(4), (5). and (6 0 will not be open to 
the public. 

Further information with reference to 
this meeting can be obtained from Mr. 
Robert M. Sims. Advisory Committee 
Management Officer. NaUonal Endow¬ 
ment for the Arts. Washington, D.C. 
20506. or call (202) 634-6377. 

Robert M. Sims, 
Administrative Officer , National 
Endowment for the Arts . Na¬ 
tional Foundation on the Arts 
and the Humanities. 

IFR Doc.77-813 Filed i-6-77;8:45 bid] 

NATIONAL SCIENCE FOUNDATION 

ADVISORY PANEL FOR MEMORY AND 
COGNITIVE PROCESSES 

Meeting 

In accordance with Uie Federal Advis¬ 
ory Committee Act. PX. 92-463. the Na¬ 
tional Science FoundaUon announces the 
following meeting: 

Name: Advisory Panel for Memory ie Cogni¬ 
tive Processes. 

Date and time: January 31 and February 1. 

1977 9:00 A M each day. 

Place: NaUonal Science FoundaUon. 1800 G 
Street. NW. Washington. D.C.. Room 338. 
Type of meeting: Closed. 


15-17 

Contact person: Dr. Jcmeph L Young. Pro¬ 
gram Director for Memory and Cognitive 
Froceeaes, Room 330. NaUonal Science 
FoundaUon. Washington, D.C., Telephone: 
203-634-1583. 

Purpose of panel: To provide advice and rec¬ 
ommendations concerning support for re¬ 
search in Memory and CognlUve Processes. 

Agenda: To review and evaluate research pro¬ 
posals and projects as part of the selection 
process for awards 

Reason for closing: The proposals and proj¬ 
ects being reviewed Include information of 
a proprietary or confldcnUal nature. In¬ 
cluding technical Information; financial 
dafa. such as salaries: and personal Infor¬ 
maUon concerning Individuals associated 
with the proposals and projects. These mat¬ 
ters are within exemptions (4) and (6) ol 
5 US.C. 562(b), Freedom of InformaUon 
Aci. The rendering of advice by the panel M 
considered to be a part of the Foundation's 
deliberative process and is thus subject 
to exemption (5) of the Act. 

Authority to close meeting: Thto determina¬ 
tion was made by the Committee Manage¬ 
ment Officer pursuant to provisions of Sec¬ 
tion 10(d) of Pub. L. 92 463. The Commit¬ 
tee Management Officer was delegated the 
authority to make determlnaUons by the 
Director. NSF. on February 11. 1976 , 

M Rebecca Wdocler. 

Acting Committee 
Management Officer. 
January 3. 1977. 

|FR Doc.77-557 Filed 1-6-77:8:45 am) 


FEDERAL SCIENTIFIC AND TECHNICAL 
INFORMATION MANAGERS 

Meeting 

The next meeting of the Federal Sci¬ 
entific and Technical Information Man¬ 
agers will be held on Wednesday, Jan¬ 
uary 12. 1977. from 0:30 am^l2 noon, 
at the Office of Telecommunications. 
1325 O Street. NW. Forum Room. Sec¬ 
ond Floor. The theme of this meeting 
will be the “Developments In Computers 
and Telecommunications Technology 
What Impacts on SAT Communication?” 

These meetings, sponsored by the 
National Science Foundation, provide a 
forum for the interchange of informa¬ 
tion concerning common problems and 
coordination in the areas of Federal sci¬ 
entific and technical information ami 
communications. 

These meetings Are designed solely for 
the benefit of Federal employees and 
officers, and do not fall under the pro¬ 
visions of the Federal Advisory Commit¬ 
tee Act (Pub. L. 92-463>. However, thk 
meeting is believed to be of sufficient 
importance and interest to the public 
to be announced in the Federal Register 

Any persons wishing to attend this 
meeting or requiring further Informa¬ 
tion should noUfy Mr. Andrew A. Alnes. 
Division of Science Information. Na¬ 
tional Science Foundation. 1800 G 
Street. NW. Washington, DC 30550. tele¬ 
phone: *202) 632-5836 

Dated: December 29. 1976. 

Lag O. Burchijcal. 

Director, Division of 
Science information 

[FR Doc 77-553 Filed I-6-77;8:45 am) 
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SUBPANEL FOR THE COMPREHENSIVE 
ASSISTANCE TO UNDERGRADUATE 
SCIENCE EDUCATION PROGRAM 
(CAUSE); ADVISORY PANEL FOR 
SCIENCE EDUCATION PROJECTS 

Meeting 

In accordance with the Federal Ad¬ 
visory Committee Act. P.L. 92-463. the 
National Science Foundation announces 
the following meeting: 

Name: SubPanel for the Comprehensive 
Assistance to Undergraduate Science Ed¬ 
ucation Program (CAU8E) Advlaorjr Panel 
on Science Education Project# 

Date and time: January 30. 1977—7:30 

p.m—9:30 p.m. January 81. 1977—7:30 
am—6:00 p.m. February 1. 1977—7:30 
ajn.—5:00 p.m. 

Place: Blltmore Hotel. 515 South Olive 
Street. Loa Angele#, California. 

Type of Meeting: Closed. 

Contact person: Dr. John A. Macclnt. Pro¬ 
gram Director. CAUSE. Room W-408. Na¬ 
tional 8c!ence Foundation. Washington. 
D.C. 20550. Tel: 202-282-7736. 

Purpose of panel: To provide advice and 
recommendation# concerning aupport for 
the CAUSE Program. 

Agenda: To review and evaluate specific 
science education proposal# a# part of 
the selection process for award# 

Reason for closing: The proposals and proj¬ 
ects being reviewed Include Information 
of a proprietary or confidential nature. In¬ 
cluding technical Information; financial 
data, such a# salaries; and personal in¬ 
formation concerning Individual# asso¬ 
ciated with the proposal# and projects. 
These matter# are within exemption# (4) 
and (6) of ft UJB.C. 552(b), Freedom of 
Information Act. The rendering of advice 
by the panel is considered to be a part 
of the Foundation'# deliberative process 
and 1# subject to exemption (5) of the 
Act. 

Authority to close meeting: Thu deter¬ 
mination was made by the Committee 
Management Officer pursuant to provi¬ 
sion# of Section 10(d) of Pub. L. 92-463. 
The Committee Management Officer wm 
delegated the authority to make deter¬ 
minations by the Director, NSF, on Feb¬ 
ruary 11. 1976. 

M. Rebecca Winkler. 

Acting Committee 
Management Officer 

January 3,1977. 

JFR Doc. 77-558 Filed 1-6-77;8:46 am) 


SUBPANEL FOR THE RESEARCH INITIA¬ 
TION AND SUPPORT PROGRAM, (R1AS); 
ADVISORY PANEL ON SCIENCE EDUCA¬ 
TION PROJECTS 

Meeting 

In accordance with the Federal Ad¬ 
visory Committee Act, Pub. L. 92-463, the 
National Science Foundation announces 
the following meeting: 

Name: Subpanel for the Research Initiation 
and Support Program (RIAS); Advisory 
Panel on Science Education Projects 
Date and time: January 27. 1977—7:30 pm.- 
9:30 pjn. January 28, 1977—8:30 om.-6:00 
p.m. January 29, 1977—8:30 ajn.-3:00 p.m. 
Place: Quality Inn—Pentagon City, 300 Army 
Navy Drive. Arlington, Virginia 
Type of meeting: Cloeed. 


Contact person: Dr. Alfred F. Borg. Program 
Director. RIAS, Room W-420. National Sci¬ 
ence Foundation. Washington. D.C. 20550. 
Tel: 202-282-7777. 

Purpose of panel: To provldo advice and 
recommendation# concerning support for 
the RIAS Program. 

Agenda: To review and evaluate specific sci¬ 
ence education proposal# as part of the 
selection process for awards. 

Reason for closing: The proposal# and proj¬ 
ects being reviewed include Information of 
a proprietary or confidential nature. In¬ 
cluding technical information; financial 
data, such as salaries; and personal Infor¬ 
mation concerning individuals associated 
with the proposal# and projects. Those 
matters are within exemption# (4 1 and (6) 
of 5 US.C. 552(b), Freedom of Informa¬ 
tion Act. The rendering of advice by the 
panel is considered to be a part of the 
Foundation's deliberative process and is 
thus subject to exemption (5) of the Act. 
Authority to close meeting: This determina¬ 
tion wa# made by the Committee Manage- 
ment Officer pursuant to provisions of Sec¬ 
tion 10(b) of PL. 92-463. The Committee 
Management Officer was dolegated the au¬ 
thority to make determination# by the Di¬ 
rector. NSF, on February 11, 1976. 

M. Rebecca Winkler, 

Acting Committee 
Management Officer. 

January 4, 1977. 

|FR Doc.77-585 Filed 1-6-77:8:45 am) 

SECURITIES AND EXCHANGE 
COMMISSION 

| Release No. 34-23118; File No. SR -Amex - 
76-32) 

AMERICAN STOCK EXCHANGE, INC. 

Proposed Rule Change; Self-Regulatory 
Organization 

Pursuant to section 19(b)(1) of the 
Securities Exchange Act of 1934, 15 
U.S.C. 786(b) (l). as amended by Pub. L. 
No. 94-29, 16 (June 4. 1975), notice is 
hereby given that on December 20. 1976. 
the American Stock Exchange, Inc. (the 
<4 Amex M > filed with the Securities and 
Exchange Commission a proposed rule 
change as follows: 

Statement or tub Terms or Substance 
or the Proposed Rule Change 

The proposed addition to the Amex’a 
Constitution provides: 

Written Consent To Action Without 
Meeting 

Any action required or permitted to be 
taken by the Board or any committee 
thereof may be taken without a meeting 
If all members of the Board or such com¬ 
mittee consent In writing to the adoption 
of a resolution authorizing such action. 

Statement or Basis and Purpose 

The purpose of this proposed change 
Is to enable the Board or any of ita com¬ 
mittees to take action between regularly 
scheduled meetings without the necessity 
of calling a special meeting where 
unanimity is available among Board or 
committee members. The new section 
being added to the Amex’s Constitution 


is consistent with the provisions of the 
New York Not-For-Profit Corporation 
Law. which allow action by written con¬ 
sent only If specifically authorized In a 
corporation’s charter documents. 

The proposed amendment is based 
upon section 6(b) <1> of the Securities 
Exchange Act of 1934. as amended by the 
Securities Acts Amendments of 1975, and 
will facilitate procedural aspects of 
Board and committee action in certain 
situations. 

No comments were solicited or received 
with respect to the proposed amend¬ 
ment. 

The Amex has determined that the 
proposed addition to its Constitution will 
not impose any burden on competition 

On or before February 11, 1977, or 
within such longer period <1> as the Com¬ 
mission may designate up to 90 days of 
such date If it finds such longer period 
to be appropriate and publishes ita rea¬ 
sons for so finding or <ti> as to which the 
above-mentioned self-regulatory’ organi¬ 
zation consents, the Commission will: 

(A> By order approve such proposed 
rule change, or 

(B» Institute proceedings to determine 
whether the proposed rule change should 
be disapproved. 

Interested persons are Invited to sub¬ 
mit written data, views and arguments 
concerning the foregoing. Persons desir¬ 
ing to make written submissions should 
file 6 copies thereof with the Secretary 
of the Commission. Securities and Ex¬ 
change Commission. Washington. DC. 
20549. Copies of the filing with respect 
to the foregoing and of all written sub¬ 
missions will be available for inspection 
and copying in the Public Reference 
Room. 1100 L Street. N.W., Washington. 
D.C. Copies of such filing will also be 
available for Inspection and copying at 
the principal office of the Amex. All sub¬ 
missions should refer to the file number 
referenced in the caption above and 
should be submitted on or before Janu¬ 
ary 28. 1977. 

For the Commission by the Division of 
Market Regulation, pursuant to dele¬ 
gated authority. 

George A. Fitzsimmons. 

Secrctarg. 

December 29, 1976. 

[PR Doc.77-644 Filed 1-6-77;8:45 am) 


| Release No. 34-19119: File No. 8R CBOK- 
1976-251 

CHICAGO BOARO OPTIONS EXCHANGE, 
INC. 

Proposed Rule Change; Self*Regulatory 
Organizations 

Pursuant to Section 19(b)(1) of the 
Securities Exchange Act of 1934. 15 
UJ3.C. 78s(b) (1) as amended by Pub. L. 
No. 94-29, 16 (June 4. 1975), notice is 
hereby given that on December 17, 1976 
the above-mentioned self-regulatory or¬ 
ganization filed with the Securities and 
Exchange Commission a proposed rule 
change as follows; 
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(Brackets indicate deletions, italics, new 
material.) 

Statement or the Terms of 8ubstance 
of the Proposes Hole Change 

DISCIPLINARY JURISDICTION 

Rule 17.1 A member or a person as¬ 
sociated with a member I. Approved Per¬ 
son or person registered under Chapter 
IX of these Rules) (the "Respondent”) 
who (has violated I is alleged to have vio¬ 
lated or aided and abetted a violation of 
any provision of the Securities Exchange 
Act of 1934, as amended ("Exchange 
Act”), the rules and regulations promul¬ 
gated thereunder, or any constitutional 
provisions by-law or rule of the Ex¬ 
change or of the Clearing Corporation 
or any interpretation thereof or resolu¬ 
tion of the Board of the Exchange or of 
the Clearing Corporation regulating the 
conduct of business on the Exchange 
I may be expelled, suspended or disci¬ 
plined} shall be subject to the disci¬ 
plinary jurisdiction of the Exchange un¬ 
der this Chapter, and after notice and 
opportunity for a hearing may be appro¬ 
priately disciplined by expulsion, sus¬ 
pension, limitation of activities, func¬ 
tions, and operations, fine, censure, being 
suspended or barred from being associ¬ 
ated with a member or any other fitting 
sanction. In accordance with provisloas 
of the Chapter. 

An Individual member, nominee of 
(Approved Person 1 other person asso¬ 
ciated with a member organization may 
be charged with any violation committed 
by This] employees under his supervision 
or by the member organization with 
which he is associated, as though such 
violation were his own. A member orga¬ 
nization may be charged with any viola¬ 
tion committed by Its employees or by a 
member or rApproved Person! other 
person who Is associated with such mem¬ 
ber organization, as though such viola¬ 
tion were its own. 

• • • Interpretations and Policies 

.01 Any member or person associated 
with a member shall be subject to the 
disciplinary jurisdiction of the Exchange 
for a period of one year following such 
person's termination of membership or 
association with a member: Provided 
however. That within such period the 
Exchange serves written notice to such 
former member or associated person 
that the Exchange is making Inquiry into 
a specified matter or matters which oc¬ 
curred prior to the termination of such 
person'.* status as a member or person 
associated with a member. 

02 A summary suspension or other 
action taken pursuant to Chapter XVI 
of the Rules shall not be deemed to be 
disciplinary action under this Chapter, 
and the provisions of this Chapter shall 
not be applicable to such action . 

Complaint and Investigation 

Rule 17.2 (a) Initiation of Investiga¬ 
tion. The Exchange (Department of 
Compliance) shall investigate possible 
violations within the disciplinary Juris¬ 
diction of the Exchange upon order of 
the Board, the Business Conduct Com¬ 


mittee. the President or (the Compli¬ 
ance Director) other Exchange officials 
designated by the President or upon re¬ 
ceipt of a complaint alleging such viola¬ 
tions filed by a member or by any other 
person alleging injury as a result of such 
violations (the “Complainant”). All com¬ 
plaints shall be In writing signed by the 
Complainant and shall specify in rea¬ 
sonable detail the facts constituting the 
violation. Including the specific statutes, 
by-laws, rules, interpretations or resolu¬ 
tions allegedly violated. 

(b) Report. In every Instance where 
an investigation has been instituted as 
a result of a complaint received by the 
Exchange, and in every other Instance in 
which an investigation results In a find¬ 
ing that there are reasonable grounds to 
believe that a violation has been com¬ 
mitted. the Exchange staff (Deportment 
of Compliance) shall submit a written 
report of its investigation to the Business 
Conduct Committee. 

Charges 

Rule 17.3. (a) Determination Not to 
Initiate Charges. Whenever it shall ap¬ 
pear to the Business Conduct Committee 
from the report of the staff of the Ex¬ 
change (Department of Compliance] 
that no probable cause exists for finding 
a violation within the disciplinary Juris - 
tlon of the Exchange, or whenever the 
Business Conduct Committee otherwise 
determines that no further proceedings 
are warranted, it shall Issue a written 
statement to that effect setting forth its 
reasons for such finding. A copy of the 
statement shall be sent to the Complain¬ 
ant, if any. 

<b> Initiation of Charges. Whenever It 
shall appear to the Business Conduct 
Committee from the report of the staff 
of the Exchange (Department of Com¬ 
pliance) that there b probable cause for 
finding a violation within the discipli¬ 
nary Jurisdiction of the Exchange and 
that further proceedings are warranted, 
the Business Conduct Committee shall 
direct the staff of the Exchange (Depart¬ 
ment of Compliance) to prepare a state¬ 
ment of charges against the person or 
organization alleged to have committed 
a \1olatJon (the “Respondent”) specify¬ 
ing the acts in which the Respondent is 
charged to have engaged and setting 
forth the specific provisions of the Se¬ 
curities Exchange Act of 1934 . as 
amended, rules and regulations promul¬ 
gated thereunder, constitutional provi¬ 
sions, by-laws, rules, interpretations or 
resolutions of which such acts are In vio¬ 
lation. A copy of the charges shall be 
served upon the Respondent in accord¬ 
ance with Rule 17.11. The Complainant, 
if any . shall be notified if further pro¬ 
ceedings are warranted . 

Hearing 

Rule 17.5 (a) Participants. Subject to 
Rule 17.® of this Chapter concerning 
summary proceedings, a hearing on the 
charges shall be held before one or more 
members of the Business Conduct Com¬ 
mittee. a senior officer of the Exchange, 
or a special sub-committee consisting of 
one or more members of the Business 


Conduct Committee and one or more 
senior Exchange officers. Any other per¬ 
son possessing expertise over matters to 
be considered at the hearing may par¬ 
ticipate in the hearing in a capacity 
agreed upon by the Respondent and the 
Business Conduct Committee. The per¬ 
son or persons conducting the hearing 
shall exercise the authority of the Busi¬ 
ness Conduct Committee in respect of 
matters pertaining to the hearing and 
for purposes of this Chapter shall be re¬ 
ferred to as the “Panel.” A representa¬ 
tive of the Exchange (Department of 
Compliance) and the Respondent shall 
be the parties to the hearing. (In addi¬ 
tion. the Panel shall determine whether 
and to what extent any other interested 
persons may participate as parties to 
the hearing. 1 Where a member organiza¬ 
tion is a party, it shall be represented by 
one of its members (Including nominees) 
at the hearing. 

(b) Notice and List of Documents. 
Parties shall be given at least 15 days 
notice of the time and place of the hear¬ 
ing and a statement of the matters to be 
considered therein. All documentary evi¬ 
dence intended to be presented In the 
hearing by the Respondent, (the Com¬ 
pliance Officer) the Exchange, or any 
other party must be received by the 
Panel at least eight days In advance of 
the hearing or It may not be presented 
In the hearing (or relied on by the Panel 
in its determinations). The parties shall 
lbe furnished) furnish each other with 
a Ust of all documents submitted for the 
record not less than four days in advance 
of the hearing, and the documents 
themselves shall be made available to 
the parties for Inspection and copying. 

(c) Conduct of Hearing. The Panel 
shall determine all questions concerning 
the admissibility of evidence and shall 
otherwise regulate the conduct of the 
hearing. Formal rules of evidence shall 
not apply. The charges shall be presented 
by a representative of the Exchange 
(the Compliance Officer] who, along with 
Respondent and any other party, may 
present evidence and produce wit¬ 
nesses!.] who shall testily under oath 
and are subject to being (Witnesses may 
bcl questioned by the Panel and the other 
parties. Tas well as by the Compliance 
Officer and the Respondent.! The Re¬ 
spondent and intervening parties are (Isl 
entitled to be represented by counsel who 
may participate fully in the hearing 
(Additional parties may participate to 
the extent permitted by the Panel ! A 
transcript of the hearing shall be made 
and shall become parts of the record. 

• • * Interpretations and Policies 

.01 Intervention . Any person not other- 
tvise a party may intervene as a party to 
the hearing upon demonstrating to the 
satisfaction of the Panel that he has an 
interest in the subject of the hearing and 
that the disposition of the matter, may, 
as a practical matter, impair or impede 
his ability to protect that interest. Also, 
the panel may in its discretion permit a 
person to intervene as a party to the 
hearing when the person's claim or de¬ 
fense and the main action have questions 


FfOfftAl RtGISlfft, VOl 41 NO 5— •SRIDAY. JANUARY 7 . 19 77 





1550 


NOTICES 


of law or fact in common . Any person 
wishing to intervene as a party to a hear¬ 
ing shall file with the Panel a notice re¬ 
questing the right to intervene , stating 
the grounds therefor, and setting forth 
the claim or defense for which interven¬ 
tion is sought . 

.02 The panel, in exercising its accre¬ 
tion concerning intervention shall take 
into consideration whether the interven¬ 
tion will unduly delay or prejudice the 
adjudication of the rights of the original 
parties. 

Orrtas or Settlement 

Rule 17.7. At any time during the 
course of any proceeding under this 
Chapter, the Respondent may submit to 
the Business Conduct Committee a writ¬ 
ten offer of settlement which shall con¬ 
tain a proposed stipulation of facts and 
shall consent to a specified penalty. 
Where the Business Conduct Committee 
accepts an offer of settlement, it shall 
issue a decision, including findings and 
conclusions and imposing a penalty, con¬ 
sistent with the terms of such offer. 
Where the Business Conduct Committee 
rejects on offer of settlement, it shall 
notify the Respondent and the matter 
shall proceed as if such offer had not been 
made, and the offer and all document* 
relating thereto shall not become part of 
the record. A decision of the Business 
Conduct Committee issued upon accept¬ 
ance of an offer of settlement as well as 
the determination of the Committee 
whether to cc rr r:J:ct such an offer 
shall be final, f except as provided In Rule 
17.9(c) of this Chapter! and the Re¬ 
spondent may not seek review thereof. 

Decision 

Rule 17.8. Following a hearing con¬ 
ducted pursuant to Rule 17.5 of this 
Chapter, the Panel shall prepare a deci¬ 
sion in wTlting, based solely on the rec¬ 
ord. determining whether the Respond¬ 
ent has committed a violation and impos¬ 
ing the penalty, if any. therefor. Where 
the Pane! is not composed of at least a 
majority lain of the members of the 
Business Conduct Committee, its deter¬ 
mination shall be automatically reviewed 
by (the full 1 a majority of the Commit¬ 
tee. which may accept or modify the de¬ 
termination or remand the matter for 
additional findings or supplemental pro¬ 
ceedings. The decision shall Include a 
statement of findings and conclusions, 
with the reasons therefor, upon all ma¬ 
terial issues presented on the record. 
Where a penalty is imposed, the decision 
shall include a statement specifying the 
acts or practices in which the Respond¬ 
ent I may be! has been found to have en¬ 
gaged and setting forth the specific pro¬ 
visions of the Securities Exchange Act of 
1934; as amended , rules and regulations 
promulgated thereunder . constitutional 
provisions, by-laws, rules, interpretations 
or resolutions of which the acts are 
deemed to be in violation. The Respond¬ 
ent shall be promptly sent a copy of the 
decision. 

Review 

Rule 17.9. la) Petition. The Respond¬ 
ent shall have 10 days after service of 


notice of a decision made pursuant to 
Rule 17.8 of this chapter to petition for 
review thereof. Such petition shall be in 
writing and shall specify the findings and 
conclusions to which exceptions are 
taken together with reasons for such ex¬ 
ceptions. Any objections to a decision not 
specified by wTlttcn exception shall be 
considered to have been abandoned Tand 
may be disregarded!. 

(b) (No Change) 

<c> Review on Motion of Board. The 
Board may on its own initiative order re¬ 
view of a decision made pursuant to 
Rules 17.6 or 17.8 (or a rejection of an 
offer of settlement made pr rsuant to Rule 
17.71 of this Chapter within 30 days 
after notice of the decision has been 
scried on the Respondent. Such review 
shall be conducted in accordance with 
the procedure set forth in paragraph (b> 
of this Rule. 

Judgment and Penalty 

Rule 17.10. Penalties. I In disciplin¬ 
ing violations pursuant to this Chapter, 1 
Members and persons associated with 
members shall (subject to any rule or 
order of the Securities and Exchange 
Commission ) be appropriately disci¬ 
plined by the Business Conduct Commit¬ 
tee for violations under these Rules by 
expulsion . suspension, limitation of ac¬ 
tivities . functions and operations . fine, 
censure . being suspended or barred from 
being associated with a member . or any 
other fitting sanction. lmay ccivmre or 
impose a fine on the Respondent, sus¬ 
pend his membership, approval, or regis¬ 
tration. for a definite period or until he 
has complied with specified requirements 
and obtained reinstatement pursuant to 
Rule 16.3 of the Rules, order the sus¬ 
pension or termination of any business 
connections with any employee or affili¬ 
ate or organization, terminate the Re¬ 
spondent’s memberrhip. approval or reg¬ 
istration, or impose any other penalty 
considered appropriate under the cir- 
cumstances.l 

Exchange Statement or Basis and 
Puepose 

Rule 17.1 . The Amendment to Rule 
17.1 brings the rule into conformity with 
the provisions of Sections 8<b)d>. 6(b> 
(6) and 6(d> (1) of the 1934 Act govern¬ 
ing the disciplinary Jurisdiction of ex¬ 
changes by extending the Exchange's 
disciplinary Jurisdiction to persons asso¬ 
ciated with members, by bringing with¬ 
in such Jurisdiction violations of the 1934 
Act and by otherwise conforming the 
terminology of the rule to that of the 
1934 Act. 

Furthermore, the purpose of the 
amendments Is to specifically subject per¬ 
sons to the Exchange's disciplinary jur¬ 
isdiction within one year after such 
person’s termination of membership or 
association with a member for nets com¬ 
mitted during the period of his member¬ 
ship or membership association. In addi¬ 
tion. the amendment makes it clear that 
the provisions of Chapter XVII do not 
apply to actions taken in accordance 
with Chapter XVI of the Exchange's 
Rules. 


Rule 172. The purpose of the proposed 
amendment to this rule is to enlarge the 
category of Exchange officials having 
authority to order investigation of possi¬ 
ble violations. Such an amendment will 
give the Exchange greater freedom in 
organising its administration of discipli¬ 
nary matters. 

Rule 17.3. The proposed amendment to 
this rule reflect* the amendment dis¬ 
cussed under Rule 17.2 whereby depart¬ 
ments of the Exchange other than the 
Compliance Department mny have re¬ 
sponsibility for disciplinary investiga¬ 
tions and the initiation of charges. 

Rule 17.5 . The proposed Interpretation 
to this rule clarifies the procedures to be 
followed In permitting persons to inter¬ 
vene as parties In disciplinary hearings 

Rule 17.7. The proposed amendment 
require* that the Business Conduct Com¬ 
mittee notify the Respondent when it 
reject* an offer of settlement. Although 
this has been the practice In the past, it 
has not been a formal part of the Ex¬ 
change's disciplinary procedures. 

Rule 172. The proposed amendment to 
this rules provides for a review by a ma¬ 
jority of the members of the Business 
Conduct Committee of all decisions by 
hearing Panels composed of less than a 
majority of the members of the Com¬ 
mittee. This amendment was proposed in 
nn effort to expedite the disciplinary 
process and at the came time ensure 
that disciplinary decisions Involving Re¬ 
spondents ore exposed to the knowledge 
and expertise of n representative num¬ 
ber of the Business Conduct Committee 
members. 

Rule 17.9. The proposed amendment 
primarily deletes review on motion of the 
B^nrd of Directors of rejections of offers 
of settlement. As a practical matter, such 
review has not occurred, and provision 
for it merely senes to delay the prompt 
completion of disciplinary actions. Such 
an amendment will serve to expedite the 
processing of a disciplinary case, and al¬ 
so. maintain the opportunity for review 
of Business Conduct Committee deci¬ 
sions by the Board of Directors. 

Rule 17.10. The proposed amendment 
brings this rule into conformity with the 
language of section 6(b)(6) of the 1934 
Act. 

Pursuant to the requirements of sec¬ 
tions 6(b)(1). 6(b)(6) and 6(d)(1) of 
the 1934 Act. the Exchange has proposed 
amendments to that chapter of its Rules 
which concerns disciplinary procedures. 
Jurisdiction, penalties and review of 
Business Conduct Committee decisions 
regarding members and persons associ¬ 
ated with members. 

Comments w f cre not solicited from 
members on the proposed rules change. 

The Exchange docs not believe the 
proposed rules change will impose any 
burden upon competition. 

On or before February 11. 1977, or 
within such longer period (i) a* the 
Commission may designate up to 90 day* 
of such date if it finds such longer period 
to be appropriate and publishes its rea¬ 
sons for so finding or (U) as to which the 
above mentioned self-regulatory orga¬ 
nization consents, the Commission will: 


FEDERAL REGISTER, VOl. 42. NO. 5—FRIOAY, JANUARY 7 . 1977 






<A> By order approve such proposed 
rule change, or 

(B) Institute proceedings to deter¬ 
mine whether the proposed rule change 
.should be disapproved. 

Interested persons are Invited to sub¬ 
mit written data, views and arguments 
concerning the foregoing. Persons desir¬ 
ing to make written submissions should 
file 6 copies thereof with the Secretary 
of the Commission. Washington. D.C. 
20540. Copies of the filing with respect 
to the foregoing and all written sub¬ 
missions will be available for inspection 
and copying In the Public Reference 
Room, 1100 L Street. NW.. Washington. 
D.C. Copies of such filing will also be 
available for inspection and copying at 
the principal office of the above men¬ 
tioned self-regulatory organization. All 
submissions should refer to the file num¬ 
ber referenced In the caption above and 
should be submitted on or before Janu¬ 
ary 31.1977. 

For the Commission by the Division of 
Market Regulation, pursuant to dele¬ 
gated authority. 

• George A. Fitzsimmons, 

Secretary. 

December 29.1976. 

[TO Doc.77-638 Filed 1-8-77:8:45 am] 


(811-2222) 

FIDELITY CONVERTIBLE A SENIOR 
SECURITIES FUND. INC. 

Filing of Application for an Order Declaring 
That Fidelity Convertible & Senior Se¬ 
curities Fund, Inc., Has Ceased To Be an 
Investment Company 

Notice is hereby given that Fidelity 
Equity-Income Fund, Inc. (*Applicant”). 
82 Devonshire Street. Boston, Massachu¬ 
setts 02109. an open-end, diversified, 
management investment company regis¬ 
tered under the Investment Company Act 
of 1940 ("Act"), filed an application on 
July 1. 1976. and on amendment thereto 
on December 21. 1976, pursuant to sec¬ 
tion 8(f) of the Act, for an order of the 
Commission declaring that Fidelity Con¬ 
vertible & Senior Securities Fund. Inc. 
(“Fidelity Convertible*), an open-end. 
diversified, management investment 
company also registered under the Act, 
has ceased to be an Investment company 
as defined in the Act. All interested per¬ 
sons are referred to the Application on 
file with the Commission for a statement 
of the representations contained therein, 
which are summarized below. 

Applicant states that Fidelity Con¬ 
vertible was incorporated in the Com¬ 
monwealth of Massachusetts on Au¬ 
gust 25. 1971, and registered under the 
Act on August 25.1971. 

Applicant represents that on Septem¬ 
ber 12, 1875, pursuant to an Amended 
Agreement of Merger which was ap¬ 
proved by the shareholders of Fidelity 
Convertible on September 9. 1975, Fidel¬ 
ity Convertible was merged with and Into 
Applicant and the outstanding shares of 
Fidelity Convertible were converted into 
shares of Applicant. Applicant further 
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represents that Articles of Merger were 
filed with the Secretary of the Common¬ 
wealth of Massachusetts and that, pur¬ 
suant to state law, on the effective date 
of the merger, title to and possession of 
all the estate, property, franchises and 
other interests of Fidelity Convertible 
vested in Applicant. Applicant states that 
Fidelity Convertible has no separate cor¬ 
porate existence, no assets and no share* 
holders. 

Section 8(f) of the Act provides, in 
pertinent part, that when the Commis¬ 
sion. upon application, finds that a regis¬ 
tered Investment company has ceased to 
be an investment company, it shall so 
declare by order, and upon the effective¬ 
ness of such order, the registration of 
such company shall cease to be in effect. 

Notice is further given that any inter¬ 
ested person may, not later than Janu¬ 
ary 24. 1977. at 5:30 pjn., submit to the 
Commission in writing a request for a 
hearing on the matter accompanied by a 
statement as to the nature of his Interest, 
the reasons for such request, and the is¬ 
sues, if any, of fact or law proposed to 
be controverted, or he may request that 
he be notified if the Commission shall 
order a hearing thereon. Any such com¬ 
munication should be addressed: Secre¬ 
tary, Securities and Exchange Commis¬ 
sion, Washington. D.C. 20549. A copy of 
such request shall be served personally 
or by mail upon Applicant at the address 
stated above. Proof of such service (by 
affidavit, or In case of an attorney-at-law, 
by certificate) shall be filed contempo¬ 
raneously with the request. As provided 
by Rule 0-5 of the rules and regulations 
promulgated under the Act. an order dis¬ 
posing of the application herein will be 
Issued as of course following said date 
unless the Commission thereafter orders 
a hearing upon request or upon the Com¬ 
mission's own motion. Persons who re¬ 
quest a hearing, or advice as to whether 
a hearing is ordered, will receive any no¬ 
tices and orders issued In this matter, 
including the date of the hearing (if 
ordered) and any postponements thereof. 

For the Commission, by the Division of 
Investment Management, pursuant to 
delegated authority. 

George A. Fitzsimmons, 
Secretary. 

|TO Doc.77 641 FUod 1-6-77.8:46 ami 


(File No. 500-11 

GEMEX MINERALS, INC. 

Suspension of Trading 

December 23. 1976. 

It appearing to the Securities and Ex¬ 
change Commission that the summary 
suspension of trading in the securities of 
Oemex Minerals, Inc. being traded on a 
national securities exchange or other¬ 
wise is required In the public interest and 
for the protection of investors: 

Therefore, pursuant to section 12(k) 
of the Securities Exchange Act of 1934. 
trading in such securities on a national 
securities exchange or otherwise is sus¬ 
pended. for the period from 10:25 a.m. 
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<EST) on December 23. 1976 through 
January 1, 1977. 

By the Commission. 

Georce A. Fitzsimmons. 

Secretary. 

|TO Doc.77-636 Filed 1-6-77;8:45 ami 


|File No. 20-200A1. 3-5047) 

GENERAL OIL, INC. AND MORRIS DICKEY 
WELL #1 

Order Permanently Suspending Regulation 

B Exemption Regarding Schedule D Of¬ 
fering Sheet 

January 3, 1977, 

I. On July 13, 1976, the Commission 
Issued an order temporarily suspending 
the Regulation B exemption In the cap¬ 
tioned offering sheet filed by General Oil. 
Inc., Indianapolis. Indiana, stating that 
It had reasonable cause to believe that: 

1. No exemption is available for this 
offering under Regulation B because 
General Oil, Inc. failed to comply with 
Rule 310(d) of Regulation B (17 CFR 
230.310(d)) in that General Oil. Inc. 
sold Interests in the offering and accepted 
money for said interests without deliver¬ 
ing to those persons who bought the in¬ 
terests a copy of the offering sheet at 
least 48 hours before the sale. 

2. No exemption Is available for this 
offering under Regulation B because 
General Oil, Inc. failed to comply with 
Rule 302(b) of Regulation B <17 CFR 
230.302(b)) in that General Oil, Inc. 
failed to keep that percent of the work¬ 
ing interest, from the Morris Dickey No. 
1 tract, as is required under such Rule. 

3. No exemption is available for this 
offering under Regulation B because the 
offering sheet used failed to comply with 
Rules 330(a) and (b) of Regulation B 
(17 CFR 230.330(a) and (b)) by failing 
to disclose that: 

a. Robert S. Chappell, president and 
sole shareholder of General Oil. Inc. was 
permanently enjoined by a United States 
District Court from violations of the 
anti-fraud provisions of the Federal se¬ 
curities laws in connection with the offer 
and sale of certain securities of Invest¬ 
ment Corporation of America, and Air 
L Space Underwriters, Inc. and that this 
Order is still in force: 

b. Robert 8. Chappell is a defendant In 
a class action filed on March 14. 1975. in 
the United States District Court. South¬ 
ern District of Indiana, alleging viola¬ 
tions of the anti-fraud provisions of the 
Federal securities laws, and that the case 
is still pending; 

c. Robert 8. Chappell is a defendant In 
a class action filed on March 18, 1975. in 
tiie Allen Suj>crior Court, County of 
Allen, State of Indiana, alleging fraud in 
connection with the sale of land, and 
that, such case is still pending; and 

d. In excess of $100,000 of the proceeds 
would be used for and applied to the 
purchase of a motel in Arkansas. 

II. No hearing having been requested 
by the Issuer within thirty days after the 
entry of the order temporarily suspend¬ 
ing its exemption under Regulation B. 
the Commission finds that It Ls in the 
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public interest and for the protection of 
investors that the exemption be perma¬ 
nently suspended. 

Accordingly. it is ordered. Pursuant to 
Rules 334 and 330 of Regulation B under 
the Securities Act of 1033 that the ex¬ 
emption from registration with respect 
to General Oil* lnc.*s Morris Dickey Well 
No. 1 offering be. and hereby is, perma¬ 
nently suspended. 

For the Commission, by its Secretary, 
pursuant to delegated authority. 

Qexjugz A. FTnesiMMONS. 

Secretary. 

|PK Doc 77-042 Filed 1-0-77,8:45 ami 


|70-594fll 

MONONGAHELA POWER CO. ET AL 

Proposed Issuance of Promissory Notes to 

County Authority for Pollution Control 

Equipment 

In the matter of Monong3hcla Power 
Company, 1310 Fairmont Avenue. Fair¬ 
mont. West Virginia 20554: The Potomac 
Edison Company. Downsvllle Pike. Ha¬ 
gerstown. Maryland 21740: West Penn 
Power Company. 800 Cabin HSU Drive. 
Greensburg. Pennsylvania 15601. 

Notice is hereby given that Mononga- 
hela Power Company r Monongahela”) 
The Potomac Edison Company <’*PE”>. 
and West Penn Power Company (“West 
Penn") <collcctivelv referred to herein 
as the “Companies*’) which are public 
utility subsidiary companies of Allegheny 
Power System. Inc., a registered holding 
company, have filed an application-dec¬ 
laration with this Commission pursuant 
to the Public Utility Holding Company 
Act of 1035 f’Act”) , designating sections 
6. 7, D and 12 of the Act and Rule 50 
promulgated thereunder as applicable to 
the following proposed transactions. All 
Interested persons are referred to the 
application-declaration, which Is sum¬ 
marised below*, for a complete statement 
of the proposed transactions. 

Hatfield's Ferry Power Station (“Hat¬ 
field”) . located in Greene County. Penn¬ 
sylvania. Is Jointly owned by Mononga- 
hela. PE. and West Penn as follows: 

I’mrnf 

Motitougabel*___2714 

PE ......20 

Went Penn_ 52H 

Various pollution control equipment 
Including certain rrcclpitatora. fly-ash 
handling systems, a cooling tower and 
cooling water recirculating system, a 
water treatment sy stem and associated 
equipment (collective) v referred to here¬ 
in os the “FnrlltMca") are now under 
construction at Hatfield. The Facilities 
ore required to be installed at Hatfield 
in order to meet air duality standards as 
to particulate emissions and various 
state and federal water quality stand¬ 
ards. 

The proposed transactions Involve the 
transfer of the FncPlties to the Greene 
County Industrial Authority (“the Au¬ 
thority") by Monongahela, PE and West 
Penn. All conveyances to the Authority 
will be made subject to the liens of the 


first mortgages of Monongahcla. PE and 
West Penn, The Authority will complete 
the construction of the Facilities. It is 
expected that the total cost of the Facil¬ 
ities to be financed by the Authority will 
not exceed $27 Vs million. The Authority 
will finance the Facilities by issuing and 
selling to the public its tax exempt pol¬ 
lution control revenue bonds (“the 
Bonds ') with a maturity of not less than 
five and not more than thirty-five years 
in one or more scries, it is expected that 
the total amount of Bonds to be issued 
by the Authority will not exceed $27 & 
million. 

The Bonds will be issued in respect of 
each Company s interest by the Author¬ 
ity under a separate trust indenture 
(“the indenture ) wltn a corporate 
trustee, approved Ly each respective 
Company, a**d shall be sold in one or 
more senes, at sucii tunes, in such prin¬ 
cipal amounts, at such interest rates, 
and for such prices as shall be approved 
by that Company, ihe issue In respect 
of Monongaiicia s interest in Hatneld 
will not exceed $/.564,SuO, the issue in 
respect of fi* 5 interest in Hatneld will 
not exceed $5.6 inunou and the issue in 
respect of west ttnns interest in Hat¬ 
field will not exceed $i't.43/,5oO. The 
bonds will not be secured by the Facil¬ 
ities but will ue supported by various 
covenants oi tne companies to be con¬ 
tained in a pouuuou control financing 
agreement t’ tne Agreement'). 

The Agreement provides that each 
Company will purchase on undivided in¬ 
terest in the Faculties irom the Author¬ 
ity. The aggregate purenase price for all 
the Facilities win oe an amount equal 
to the aggregate principal amount oi the 
Bonds issued by the Authority and the 
share or the aggregate purchase price to 
be paid by eacn company wul be equal 
to Uie prmcipal amount of the Bonds 
issued with rtspccv to that Company’s 
interest In HuUicld. As the Facilities arc 
completed, title thereto will be trans¬ 
ferred by the Authority to each of the 
Companies in accordance with their re¬ 
spective ownership in Hatfield. 

To evidence its obligation to pay its 
share of the purchase price, each Com¬ 
pany will deliver concurrently with the 
issuance of each series of Bonds its non- 
negotiable unsecured pollution control 
note or notes corresponding to such 
series of Bonds in respect of principal 
amount, Interest rates and redemption 
provisions and having L-st&llmcnts of 
principal corresponding to any manda¬ 
tory’ sinking fund payments and stated 
maturities. Payments on each Company's 
notes will be made to the trustee under 
that Company's indenture and applied 
by the trustee to pay the maturing prin¬ 
cipal and redemption prices of and In¬ 
terest and other costs on the Bonds with 
respect to that Company os the same 
become due. 

The obligations of each Company to 
pay the purchase price for it* interest in 
the Facilities is several and not Joint, 
and the notes delivered by each Company- 
are the obligations solely of that Com¬ 
pany. The Companies will cause the 


Facilities to be completed and upon com¬ 
pletion of all of the transactions the 
Companies will have complete control 
of the operation of the Facilities and will 
be responsible for the maintenance 
thereof. As of November 30. 1976. the 
actual coverage under Monongahela, 
PE and West Penn’s respective Inden¬ 
tures Is 4.38 times, 2 94 times and 2.59 
times, respectively. If the issuance of the 
pollution control notes were included 
as first mortgage bonds, the pro forma 
coverage would be 4.24 times. 2.87 times 
and 2 49 times, respectively. 

It is not possible to ascertain in ad¬ 
vance precisely the interest rate which 
may be obtained in connection with the 
Issuance of the Bonds The Companies 
have been advised that the annual Inter¬ 
est rate on tax-exempt bonds of the 
type to be sold by the Authority have 
been approximately 2% lower than the 
interest rate on taxable obligations of 
comparable quality. 

It Is expected that the Authority will 
engage Goldman. Sachs & Co. to provide 
financial advice and. together with such 
other underwriters as mov be designated, 
underwrite the sale of the Bonds. Fees, 
commissions and expenses of the under¬ 
writers and legal counsel will be included 
In the total cost of the Facilities. The 
Companies have been informed that the 
Authority has legal authority to Issue 
tax exempt revenue bonds In accordance 
with the proposed documents. The Bonds 
may be in either coupon or registered 
form and will bear Interest semi¬ 
annually at rates to be determined. The 
Bonds will be issued pursuant to the In¬ 
dentures which will provide for redemp¬ 
tion, sinking funds, no-call and other 
appropriate provisions to be determined. 
The indenture will also provide that the 
proceeds of the sale of the Bonds by the 
Authority must be applied to the cost of 
the Facilities. 

The proceeds to be received by the 
Companies will be added to each of the 
Companies* general funds to reimburse 
the treasury of each of the Companies 
for expenditures made in connection with 
the Facilities and are expected to be used 
as follows: (a) To complete construction 
of the Facilities and to pav fees and ex¬ 
penses associated therewith, (b> to pay 
or prepay, to the extent deemed defir- 
able, short-term debt outstanding if anv. 
and <c> for the construction program of 
ea<*h of the Companies. 

The Public Sendee CommbHnn of 
West Virginia and the Public Utilities 
Commission of Ohio has Jurisdiction over 
the proposed issuance of the pollution 
control notes by Monongahela: the Pub¬ 
lic Utility Commission of Pennsylvania 
has Jurisdiction over the proposed Issu¬ 
ance of the pollution control notes by 
West Penn: the Public Service Commis¬ 
sion of West Virginia th* State Corpora¬ 
tion Commission of Virginia and the Pub¬ 
lic Service Commission of Maryland has 
Jurisdiction over the proposed issuance 
of the pollution control note* by PE. The 
Department of Environmental Regula¬ 
tion of the State of Pennsylvania will be 
required to certify that the Facilities arc 
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being constructed and Installed for water 
and air quality purposes. The Secretary 
of Commerce of the Commonwealth of 
Pennsylvania is required to certify to the 
proposed transactions. No other State or 
Federal commission, other than this 
Commission, has Jurisdiction over the 
proposed transactions. 

Notice Is further given that any inter¬ 
ested person may, not later than January 
24.1977, request in writing that a hearing 
be held on such matter, stating the na¬ 
ture of his Interest, the reasons for such 
request, and the issues of fact or law 
raised by said application-declaration 
which he desires to controvert: or he may 
request that he be notified if the Com¬ 
mission should order a hearing thereon. 

Any such request should be addressed: 
Secretary. Securities and Exchange Com¬ 
mission, Washington. D.C. 20549. A copy 
of such request should be served person¬ 
ally or by mall upon the applicant-de¬ 
clarant at the above stated address, and 
proof of service (by affidavit or. in the 
case of an attorney at law. by certifi¬ 
cate) should be filed with the request At 
any time after said date, the application- 
declaration. as filed or as It may be 
amended, may be granted and permitted 
to become effective as provided In Rule 
23 of the General rules and regulations 
permitted under the Act. or the Commis¬ 
sion may grant exemption from such 
rules as provided in Rules 20(a> and 100 
thereof or take such other action as it 
may deem appropriate. Persons who re¬ 
quest a hearing or advice as to whether 
a hearing is ordered will receive any no¬ 
tices and order* Issued In this matter, in¬ 
cluding the date of the hearing (If or¬ 
dered) and any postponements thereof. 

For the Commission, by the Division of 
Corporate Reflation, pursuant to dele¬ 
gated authority. 

GEORGE A. FmStMMONS. 

Secretary. 

)FR Doc 77 *39 Filed 1-0-77:8:46 am) 


| File No.SOO-lJ 

OMNI RX HEALTH SYSTEMS 
Suspension of Trading 

December 23.1976. 

It appearing to the Securities and Ex¬ 
change Commission that the summary 
suspension of trading in the securities 
of Omni-Rx Health Systems being 
traded on a national securities exchange 
or otherwise is required in the public 
Interest and for the protection of in¬ 
vestors; 

Therefore, pursuant to section I2<k> 
of the Securities Exchange Act of 1934. 
trading in such securities on a national 
securities exchange or otherwise is sus¬ 
pended, for the period from 10:25 ajn. 
(EST) on December 23, 1976 through 
January 1, 1977. 

By the Commission. 

George A. Fitzsimmons. 

Secretary. 

IFR Doc.77 4137 Filed 1-0-77:8:45 am) 


) Release No. 34-13117; Flic No 
8B-PS*-76-39| 

PACIFIC STOCK EXCHANGE INC. 

Proposed Rule Change; Self-Regulatory 
Organizations 

Pursuant to section 19<b)(l) of the 
Securities Exchange Act of 1934. 15 
U.S.C. 78s(b) (1), as amended by Pub. L. 
No. 94-29, 16 (June 4. 1975). notice is 
hereby given that on December 22. 1976. 
the above-mentioned self-regulatory or¬ 
ganization filed with the Securities and 
Exchange Commission a proposed rule 
change as follows: 

Statement of toe Teems or Substance 
or the Proposed Rule Change 

The proposed rule change amends 
Rule II of the Pacific Stock Exchange 
Incorporated r'PSE") to provide for the 
expansion of the PSF. Board from thir¬ 
teen members to fifteen members. The 
proposed rule change further divides 
these members into three classes, with 
each class serving three year terms. The 
proposed rule change provides for an¬ 
nual election of a Chairman and Vice 
Chairman, and provides that action on 
various matters which presently require 
approval by a specified number of Gov¬ 
ernors may be taken with approval of 
a majority of the Governors voting at 
a meeting at which a quorum is present 

Statement or Basis and Purpose 

The basis and purpose of the forego¬ 
ing proposed rule changes are as follows: 

The proposed rule change is primarily 
for the purpose of increasing the size of 
PSE 13011 rd °* Governors from 
thirteen to fifteen members. This 
change required a change in the provi¬ 
sions of the P8E Rules governing the 
division of directors into three classes 
This change also required a change 
In the provision of the Constitution 
requiring approval by a specified 
number of directors for certain matters 
In recognition of the Increased size 
Board. U> provide the 

Board with greater flexibility, these pro¬ 
visions are proposed to be amended to 
provide that action of the type previously 
requiring approval by a specified number 
of directors, could be token with the ap¬ 
proval of a majority of the directors vot¬ 
ing at a meeting at which a quorum Is 
present. 

The proposed rule change, by enlarg¬ 
ing the Board of Governors of P8E facil- 
fair representation of members 
of PSE In the selection of Governors and 
facilitates the provision for directors to 
be representative of Issuers and investors 
and not associated with members, brok¬ 
ers. or dealers. 

Comments on the proposed rule change 
were neither solicited nor received. 

The proposed rule change docs not im¬ 
pose any burden on com petition. 

On or before February 11, 1977, or 
within such longer period <i> as the 
Commission may designate up to 90 days 
of such date if It finds such longer pe¬ 
riod to be appropriate and publishes its 


reasons for so finding or rll> ns to which 
the above-mentioned self-regulatory or¬ 
ganization consents, the Commission 
will: 

<A> By order approve such proposed 
rule change, or 

(B> Institute proceedings to determine 
whether the proposed rule change should 
be disapproved. 

Interested persons are invited to sub¬ 
mit written data, views and arguments 
concerning the foregoing. Persons desir¬ 
ing to make written submissions should 
Ale 6 copies thereof with the Secretary of 
the Commission, Securities and Ex¬ 
change Commission. Washington, D.C. 
20549. Copies of the filing with respect 
to the foregoing and of all written sub¬ 
missions will be available for inspection 
and copying In the Public Reference 
Room 1100 L Street. NW, Washington. 
D C. Copies of such filing will also be 
available for inspection and copying at 
the principal office of the above-men¬ 
tioned self-regulatory organization. Ah 
submissions should refer to the file num¬ 
ber referenced in the caption above and 
should be submitted on or before Jan¬ 
uary 28. 1977. For the Commission by 
the Division of Market Regulation, pur¬ 
suant to delegated authority. 

George A. Fitzsimmons. 

Secretary . 

December 29.1976. 

|FR Doc.77-043 Filed 1 0-77;8:45 un| 

1812-4041) 

PARAMOUNT MUTUAL FUND, INC. AND 

UNIFUND. INC. 

Amendment to Application for an Order 
Exempting Proposed Transaction 

On December 16, 1976, there was is¬ 
sued a notice (Investment Company Act 
Release No. 9576) of an application filed 
on October 14. 1976. and amendments 
filed thereto on December 6. 1976 and 
December 13. 1976. by Paramount Mu¬ 
tual Fund. Inc. <“Paramount"*. a Dela¬ 
ware corporation, and Unifund. Inc 
("Unifund"), 2441 Honolulu Avenue, 
Montrose. California 91020. a California 
corporation, (referred to collectively as 
"Applicants"), both registered as diversi¬ 
fied. open-end management Investment 
companies under the Investment Com¬ 
pany Act of 1940 ("Act"), requesting an 
order pursuant to section 17(b) of the 
Act exempting from the provisions of sec¬ 
tion 17(a) of the Act a proposed merger 
of Unlfund into Paramount. 

Notice Is hereby given that an addi¬ 
tional amendment to *>ald application was 
filed on December 22. 1976. To reflect the 
additional representations made in such 
amendment, for a statement of which all 
interested persons are referred to the ap¬ 
plication, as amended, on file with the 
Commission, the following material 
should be stricken from said notice: 

Applicants state that the portfolio of Uni¬ 
fund will continually bo reviewed to Ascer¬ 
tain that all securities held by Unlfund are 
compatible with Paramount * investment ob- 
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NOTICES 


Jectlve. and that, should any «<curHy held 
by Umfund be dceroed to be Incompatible 
with that objective. It will be aold prior to 
tho merger- 

In Its place, the following language 
should be Inserted: 

AppUacnta state that Paramount Invests 
primarily In ' blue chip’* securities, whereas 
Unlfund has invested In securities which are 
more volatile In their price movements. In 
order to avoid delivery of securities to Para¬ 
mount which are not compatible with Para¬ 
mount’s investment objectives. Applicants 
state that any security held by Unlfund 
which Is Incompatible with that objective will 
be sold prior to the merger In this regard. 
Applicants assert that, based upon a review 
of Unlfund’* portfolio, approximately 80 per¬ 
cent of Unlfund’s portfolio la incompatible 
with that of Paramount and will therefore 
be sold and the proceeds reinvested. 8uch 
liquidation and reinvestment is expected by 
Applicants to result In brokerage expenses of 
approximately 840,000. Applicants assert, 
however, that the entire portfolio of Unl¬ 
fund would normally be “turned over" in ap¬ 
proximately eight months. 

Similarly, the following material 
should be stricken from said notice: 

It is estimated by Applicants that their 
combined expense* m tho twelve months 
ended September 30. 1976. assuming that the 
Applicants' current investment advisory 
agreements had been In effect throughout 
tho period, would have been reduced by more 
than $17,400 had the Funds been combined 
during that period. Applicants further assert 
that the increased size of the combined fund 
also would provide it with certain other 
strengths and flexibilities Including some¬ 
what greater Investment flexibility with re¬ 
spect to portfolio transaction*. 

According to the Application, each of the 
Applicants will bear !U own expenses in con¬ 
nection with the merger. 8tich expense* are 
estimated by Applicants to be $15,000 in the 
aggregate, of which Unlfund will bear $5,000 
and the remainder of approximately $10,000 
wUI be borne by Paranxmnt. 

In its place, the following language 
should be inserted : 

According to the application, the Funds 
Investment advisory contracts, as affected by 
the Rules of the California Department of 
Corporation* require the Funds’ investment 
adviser to reimburse the Funds (1) to the 
extent the Funds* expense* (excluding, 
among other thing*, costa Incurred in con¬ 
nection with any merger) exceed IH portent 
of the Fund* 1 net asset* each year, and (2) 
to the extent the Funds* expense* (Includ¬ 
ing such merger coate) exceed 2 percent of 
those assets. 

It la estimated by Applicant* that their 
combined expense* in the twelve month* 
ended September 30, 1976, assuming that 
the Applicants’ current Investment advisory 
agreement* had been In effect throughout the 
period, would have been reduced by more 
than $17,400 had the Fund* been combined 
during that period. However, In view of the 
aforementioned limitation on expense* dur¬ 
ing the fiscal year ended September 30. 1976, 
Applicant* state that TCA Management paid 
to the Fund* a total of $19,545 aa reim¬ 
bursement of such excess expenses. 

Applicants thus submit that during the 
fiscal year ended September 30, 1976, the sav¬ 
ings In expenses brought about by the merg¬ 
er would have Inured to the benefit pri¬ 


marily of TCA Management and would not 
have resulted in any savings of out of pocket 
expenses to the Fund*: If the expenses and 
tho asset* of the Fund* continue to be the 
same aa in the fiscal year ended Septem¬ 
ber 30. 1976, tho merger would not reduce tho 
out of pocket expense* of the merged Fund* 
themselves. Nevertheless, It 1* the contention 
of the Applicants that the reduction In ex¬ 
pense* of the Fund* will benefit both Para¬ 
mount and Unlfund. In thl* regard. Appli¬ 
cants assert that Paramount has. over the 
years, paid substantially all its operating ex¬ 
penses and that the reimbursement to Para¬ 
mount by TCA Management for excew ex¬ 
penses In the fiscal year ended September 30, 
1976, was only $1,627. Thus. Applicant* ar¬ 
gue. the ability to spread its fixed expenses 
over a larger asset base should serve to re¬ 
duce Paramount** per share expenses In the 
future. Applicant* further assert that the 
increased sire of the combined fund also 
would provide It with certain other strengths 
and flexibilities Including somewhat greater 
investment flexibility with respect to port¬ 
folio transactions. 

Applicant* further submit that it Is eco¬ 
nomically unfeasible for any management 
company to manage the affair* of a company 
such as Unlfund; In support of this submis¬ 
sion they assert that the total consideration 
received by TCA Management for managing 
Unlfund for the latter** fiscal year ended 
September 30, 1976, was, after reimbursement 
of Unlfund’s excess expenses. $1,108. Thu*, 
Applicant* conclude, the only course avail¬ 
able to Unlfund la either to liquidate or to 
merge with another investment company. 
Applicants state that Unifund’s Board of Di¬ 
rectors considered and rejected liquidation 
as a viable alternative: they argue that liqui¬ 
dation would be a taxable event for Unlfund** 
shareholders, and that a Unlfund shareholder 
who wished to reinvest the proceeds of such 
liquidation in Paramount would be required 
to pay an additional sales load. Applicants 
assert that the proposed merger would avoid 
such consequence*. They concede that a 
Unlfund shareholder could avoid the afore¬ 
mentioned sales charge* by exercising his 
right to exchange his Unifund shares for 
shares of Paramount, but they submit that 
such an exchange would also be a taxable 
event and would Involve additional service 
charges. 

Applicants estimate that the total expense* 
of the merger to both funds over and above 
normal exoenses will be approximately $24,- 
000. Applicants arsert, however, that the 
aforementioned constraints on excess ex¬ 
penses are expected to result in the Funds* 
investment adviser bearing approximately 
$20,000 of such merger expense*. It Is pro¬ 
posed that the remaining cost to the Funds 
will be borne by them on a pro-mta basis, 
based on their relative net assets on the date 
of the merger. 

Notice is further given that the period 
during which any interested person may 
submit to the Commission a request for 
a hearing on this matter, In accordance 
with the procedures set forth In Invest¬ 
ment Company Act Release No. 9576. Is 
hereby extended until January 21. 1977 
at 5:30 p.m. 

For the Commission, by the Division 
of Investment Management, pursuant to 
delegated authority. 

George A. Fitzsimmons, 

Secretary . 

|FR Doc.77-645 Filed 1 8 77; 8: 45 am] 


(File No. 812-4069] 

THOMSON A MCKINNON AUCHINCLOSS 
KOHLMEYER INC. AND JAMES F. JOY 

Filing of Application for Exemption and 

Order of Temporary Exemption Pending 

Determination of the Application 

Notice is hereby given that Thomson L 
McKinnon Auchlncloss Kohlmeyer Inc. 
('Thomson & McKinnon"). and James F. 
Joy ("Joy"), One New York Plaza. New 
York. N.Y, 10004. <sometimes hereinafter 
referred to as "Applicants") have Hied 
an application pursuant to section 9<c) 
of the Investment Company Act of 1940 
("Act") for on order of the Commission 
exempting Applicants from section 9(a) 
of the Act. and for an order of temporary 
exemption pending the Commission's de¬ 
termination of the application. All inter¬ 
ested persons are referred to the applica¬ 
tion on file with the Commission for a 
statement of the representations made 
therein which are summarized below 

Thomson A McKinnon is a broker- 
dealer registered under the Securities 
Exchange Act of 1934 ("Exchange Act”) 
and an investment adviser registered un¬ 
der the Investment Advisers Act of 1940. 
Thomson & McKinnon states that it is 
currently acting as co-sponsor and co¬ 
manager of an offering of the securities 
of. and. accordingly, would be deemed a 
depositor and a principal underwriter of. 
National Municipal Trust. Seventeenth 
Series. National Municipal Trust 
("NMT) Is a unit investment trust reg¬ 
istered under the Act. Thomson A Mc¬ 
Kinnon also states that it acts and has 
acted in similar capacities with respect 
to other registered investment compa¬ 
nies. 

Joy is a vice-president of, and. accord¬ 
ingly. would be deemed an affiliated per¬ 
son of. Thomson it McKinnon. Joy was 
formerly a partner of the brokerage Arm 
of W. E. Hutton A Company, certain as¬ 
sets of which were acquired by Thomson 
A McKinnon in 1974. During the period 
1968-1970, Joy was an officer and direc¬ 
tor of National Student Marketing Cor¬ 
poration ("N8MC”). 

On February 3. 1972 the Commission 
commenced a civil action in the United 
States District Court for the District of 
Columbia entitled "Securities and Ex¬ 
change Commission v. National Student 
Marketing Corporation, ct al.”, against 
some twenty (20) defendants, including 
Joy. The Complaint and First Amended 
Complaint therein were bo.«ed unon acts 
and transactions which allegedly took 
place in 1968-1970 while Joy was an offi¬ 
cer and director of NSMC and alleged, 
with respect to Joy. violations of section 
10tb> and 14(a) of the Exchange Act. 
Rule 10b-5 promulgated thereunder, and 
section 17(a> of the Securities Act of 
1933 ("Securities Act”). Neither Thom¬ 
son it McKinnon nor W. E. Hutton L 
Company were named as defendants in 
the Complaint or First Amended Com¬ 
plaint or otherwise alleged to have been 
involved in the acts and transactions 
complained of therein. 
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Joy. without admitting or denying any 
of the allegations of the Complaint and 
First Amended Complaint, has consented 
to the entry of a Final Judgment of Per¬ 
manent Injunction (“Consent Judg¬ 
ment”) terminating the action against 
Joy, with prejudice. The Consent Judg¬ 
ment was entered by the Court on De¬ 
cember 30, 1976, and enjoins Joy and his 
agents, servants and assigns from vio¬ 
lating the anti-fraud, reporting and 
proxy provisions of the federal securities 
laws. The Consent Judgment docs not 
constitute an adjudication of any liabil¬ 
ity or wrongdoing by Joy. 

Section 9<a> of the Act. as here per¬ 
tinent. makes it unlawful for any person, 
or any company with which such person 
Is affiliated, to serve or act in the capacity 
of employee, officer, director, member of 
advisory board, investment adviser or 
depositor of any registered Investment 
company, or principal underwriter for 
any registered open-end company, reg¬ 
istered unit Investment trust, or regis¬ 
tered face-amount certificate company. 
If such person is. by reason of any mis¬ 
conduct, permanently or temporarily en¬ 
joined by order, judgment, or decree of 
any court of competent Jurisdiction from 
engaging in or continuing any conduct or 
practice in connection with the purchase 
or sale of any security. 

Section 9(c) provides that upon ap¬ 
plication the Commission by order shall 
grant an exemption from the provisions 
of section 9(a). cither unconditionally or 
on an appropriate temporary or other 
conditional basis, if it is established that 
the prohibitions of section 9(a), as ap¬ 
plied to such person, are unduly or dis¬ 
proportionately severe or that the con¬ 
duct of such person has been such as not 
to make It against the public interest or 
protection of investors to grant such ap¬ 
plication. 

Applicants state that although the 
Consent Judgment does not constitute an 
adjudication of any misconduct by Joy, 
the entry of a permanent injunction 
against Joy may nevertheless be deemed 
to impose upon Applicants the prohibi¬ 
tions set forth in section 9(a) which 
would, among other things, make it un¬ 
lawful for Thomson k McKinnon to con¬ 
tinue to act as r depositor and a principal 
underwriter of NMT and in similar ca¬ 
pacities with respect to other registered 
investment companies. 

Applicants submit that, for the follow¬ 
ing reasons, the prohibitions of section 
9‘a*. to the extent applicable by virtue 
of the Consent Judgment, would be un- 
dub* and disproportionately severe as ap¬ 
plied to Applicants and the conduct of 
Applicants has been such as not to make 
it against the public Interest or protec¬ 
tion of Investors for the Commission, 
pursuant to section 9(c). to enter an or¬ 
der granting Applicants, and any com¬ 
pany or person of which either Applicant 
is or may become an affiliated person, a 
temporary exemption from the provi¬ 
sions of section 9(a) pending the Com¬ 
mission *s determination of this applica¬ 
tion and thereupon to enter an order 
granting Applicants, and any company 
or person of which either Applicant Is or 


NOTICES 

may become an affiliated person, the re¬ 
quested permanent exemption from the 
provisions of section 9(a): 

(a> The Consent Judgment does not 
constitute an adjudication of any liabil¬ 
ity or wrongdoing by Joy and was en¬ 
tered with the consent of Joy for purposes 
of that action only, without admitting or 
denying the allegations of the Complaint 
and First Amended Complaint; 

*b) The prohibitions of section 9(a) of 
the Act would deprive NMT and other 
registered investment companies of the 
continuity of services rendered by Thom¬ 
son k McKinnon as depositor and under¬ 
writer. which are important to those reg¬ 
istered investment companies; 

(c) Neither Thomson k McKinnon. 
NMT nor the other registered investment 
companies for which Thomson k McKin¬ 
non acts as depositor and principal un¬ 
derwriter participated in the alleged acts 
or transactions set forth in the Com¬ 
plaint and First Amended Complaint; 

(d) Applicants haw never before ap¬ 
plied for an exemption from the provi¬ 
sions of section 9(a) of the Act. The 
Commission has considered the matter 
and finds that: 

(1) The prohibitions of section 9«a) 
may be unduly or disproportionately se¬ 
vere as applied to Applicants and it would 
not be against the public interest or 
protection of investors to grant the ap¬ 
plication for a temporary exemption from 
section 9(a) pending determination of 
the application; and 

(2> In order to maintain the services 
provided by Thomson k McKinnon to 
NMT and other registered investment 
companies, it Is necessary and appropri¬ 
ate in the public interest and consistent 
with the protection of investors and the 
purposes fairly intended by the policy 
and provisions of the Act that the tem¬ 
porary order be issued forthwith. 

Accordingly, IT IS ORDERED, pursu¬ 
ant to section 9(c) of the Act. that Thom¬ 
son k McKinnon and Joy. and any com¬ 
pany or person of which either is or may 
become an affiliated person, be and they 
hereby arc temporarily exempted from 
any of the provisions of 8cction 9(a) of 
the Act operative as a result of the entry 
of the Consent Judgment against Joy in 
“Securities and Exchange Commission v. 
National Student Marketing Corpora¬ 
tion. ct a!.," pending final determination 
by the Commission of the application for 
an order exempting Thomson k McKin¬ 
non and Joy, and any company or per¬ 
son of which either Is or may become an 
affiliated person, from any of the pro¬ 
visions of section 9(a) operative as a re¬ 
sult of the entry of such Consent Judg¬ 
ment. 

Notice is further given that any inter¬ 
ested person may. not later than Janu¬ 
ary 31st, 1977, at 5:30 p.m.. submit to the 
Commission In writing a request for a 
hearing on the matter accompanied by 
a statement as to the nature of his in¬ 
terest. the reason for such request and 
the Issues of fact or law proposed to be 
controverted, or he may request that he 
be notified If the Commission shall order 
a hearing thereon. Any such communica¬ 
tion should be addressed: Secretary, Se- 
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curities and Exchange Commission. 
Washington, D.C. 20549. A copy of such 
request shall be served personally or by 
mail upon Applicants, to the attention 
of John B. Meehan, Senior Vice Presi¬ 
dent. at the address stated above. Proof 
of service (by affidavit or in case of an 
attorney-at-law by certificate) shall be 
filed contemporaneously with the re¬ 
quest. As provided by Rule 0-5 of the 
rules and regulations promulgated under 
the Act. an order disposing of the appli¬ 
cation will be Issued as of course follow¬ 
ing said date unless the Commission 
thereafter orders a hearing upon request 
or upon the Commission's own motion. 
Persons who request a hearing, or advice 
as to whether a hearing is ordered, will 
receive any notices and orders issued In 
tills matter, includlnc the date of the 
hearing (if ordered) and any postpone¬ 
ment thereof. 

By the Commission. 

Oxoncg A- Fitzsimmons, 
Secretary . 

|FR Doc.n-640 Filed 1-6*77:8:45 am| 

DEPARTMENT OF STATE 

Agency for International Development 

ADVISORY COMMITTEE ON VOLUNTARY 
FOREIGN AID 

Determination 

The Advisory Committee on Voluntary 
Foreign Aid senes as liaison between the 
Ui3. Government and the private and 
voluntary organization community en¬ 
gaged In foreign (distance activities. In 
addition to its statutory duty to regiiter 
and approve private and voluntary or¬ 
ganizations, the Committee advises A.T.D. 
on policies and procedures concerning 
the private and voluntary community: 
provides a forum for the exploration of 
topics of mutual concern; provides in¬ 
formation, counsel and osistnnee to pri¬ 
vate and voluntary organizations; and 
fosters public interest in the field of vol¬ 
untary foreign aid. There continues to be 
a significant ne~d for surh liaison a^d 
the related functions of the Commute?. 

Accordingly? I hereby determine pur¬ 
suant to the provisions of section 14(c) 
of the Federal Advisory Committee Act 
(Pub. L. 92-463), that continuation of 
the Advisory Committee for a two ycr 
period, beginning December 31. 1976, ii 
in the public interest 

Dated: November 18. 1976. 

DsffTXf. PA»Km, 
Administrator . 

[FR Doc.77-609 Filed 1 -6-77;8:45 am| 

DEPARTMENT OF 
TRANSPORTATION 

Office of the Secretary 
PRIVACY ACT OF 1974 
Systems of Records 

The Department of Transportation 
publishes seven new proposed Systems of 
Records, and one editorially modified. 
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NOTICES 


which contain personal Information on 
individuals as defined by the Privacy Act. 

Complete information on these systems 
Is contained In the separate announce¬ 
ments which follow. Any person or 
agency reviewing the information may 
submit written comments on the pro¬ 
posed systems to the Privacy Act Officer 
< TAD-20). Room 10320. U.S. Department 
of Transportation, 40O-7th Street, 8.W., 
Washington, D.C. 20590. Comments must 
be received on or before February 7,1977. 
In order to be considered. 

If no comments are received, the pro¬ 
posed systems will become effective Feb¬ 
ruary 7. 1977. If comments are received, 
the comments will be considered and 
where adopted, the system will be repub¬ 
lished with the changes. 

The publication of six systems DOT/ 
UMTA 190-195, complements the Notices 
of Systems of Records to be republished 
by the Office of the Federal Register un¬ 
der the title "Privacy Act Issuances. 1976 
Compilation. Volume 2." The system 
DOT/OST 060. which is a report of an 
entirely new program and DOT/UMTA 
181 republished with editorial correc¬ 
tions. both supplement the 1976 compila¬ 
tion and must be added to it. 

Issued in Washington, D C. on Decem¬ 
ber 30. 1976. 

William T. Coleman. Jr., 
Secretary o/ Transportation. 

DOT/OST 060 

Sy»tcm name: 

Medical Records of Participants in 
Study of Health Effects of Bicycling in 
Polluted Air. DOT OST 

$y»tem locution i 

Department of Transportation t DOT). 
Office of the Secretary <OST>, Office of 
Environmental Affairs <TE8-70>, 400 7th 
Street, 8.W.. Washington. D C. 20590. 

Categoric* of individual* s 

Volunteers who bicycle In selected 
urban transportation corridors. 

Categoric* of record*: 

Medical histories, results of medical 
tests. 

limit inr u*e*j 

Records may be releaMxl to the Depart¬ 
ment of Justice in defending claims 
against the United 8tates when the claim 
Is based upon an Individual's mental or 
physical condition, and is alleged to have 
arisen because of activities of the De¬ 
partment of Transportation in connec¬ 
tion with such Individual. See also prefa¬ 
tory statement of General Routine Uses. 

Records will be used in preparation of 
the Final Report for this study and by 
Project Officer in reviewing contractor's 
Final Report. 

Policies and practice*! 

Storage: 

File folders, locked file cabinets 

It.-trir\ ability t 

Personal name is the identifier which 
Is used to retrieve a record from this sys¬ 


tem. The purpose of this system of 
records is to Identify and evaluate any 
adverse health effects caused by bicy¬ 
cling in polluted air. 

Safeguard*! 

Disclosure of records is limited to the 
Departments consultants Involved in 
collection and analysis of medical data. 
Safeguards include locked building, 
guard service, and locked file cabinets. 

Retention mid di*po*al: 

The records will be retained at con¬ 
tractor's facilities until completion of 
study, and thereafter transmitted to con¬ 
tract Project Officer (TES-70) to be held 
for one year. Contractor's facilities will 
have security provisions in accordance 
with the government standards. Subjects 
will sign consent forms allowing disposal 
of records one yeor after completion of 
the approved Final Report. 

Syulrm manager: 

Project Officer. Research and Coordi¬ 
nation Division <TES-74). Office of En¬ 
vironmental Affairs. Office of the Assist¬ 
ant Secretary for Environment, Safety 
and Consumer Affairs, UB. Department 
of Transportation. 400 7th Street. 8.W.. 
Washington. D.C. 20590. 

Notification procedure: 

Inquiries should be directed to the: 
Department of Transportation. Office of 
the Secretary, Office of Environmental 
Affairs <TES-70), 400 7th Street. 8.W. 
Washington, D.C. 20590. 

Record *cer** procedure: 

Contact or write to System Manager 
for information on procedures for gain¬ 
ing access to records. 

t x*n I rating record procedure: 

Write the Privacy Act Officer. Office of 
Management Systems. Office of the Sec¬ 
retary. Deportment of Transportation. 
400 7th Street, S.W.. Washingotn, D.C. 
20590. Reasonably identify the record 
and specify the Information to be con¬ 
tested. 

Hr curd source categoric*! 

Information is obtained directly from 
the individual and from results of medi¬ 
cal tests. 

IMIT/I MTA 100 

Sfilrin name: 

Employee Travel Record.*. DOT/ 
UMTA. 

Sotrm location: 

Department of Transportation (DOT). 
Urban Mass Transportation Administra¬ 
tion (UMTA), Office of Financial Man¬ 
agement, Accounting Division. 2100 2nd 
Street. SW, Washington. DC 20590. 

Categoric* of individual*: 

All UMTA employees. Private persons, 
congressional committee members or 
other persons issued Invitational travel 
orders to confer on government matters. 

Categoric* of record*: 

Individual travel folders. 


Routine : 

Maintain accounting records. Analy¬ 
sis of travel trends. See Prefatory State¬ 
ment of General Routine Uses. 

Pollefc* and practice*: 

Storage: 

Records are maintained in a file cabi¬ 
net secured with lock and key. 

Kefricval>ilit> : 

System is indexed by name. 

Sa feguard*: 

Individuals requesting individual travel 
folders are screened by Accounting 
Branch personnel. Records are main¬ 
tained by Accounting Branch personnel 
in secured file. 

Rrtrntion and di*po*at! 

Retained three years, then forwarded 
to Federal Records Center with other ac¬ 
counting records. 

Sjttcm manager: 

Fiscal Officer. Accounting Branch, De¬ 
portment of Transportation. Urban Mass 
Transportation Administration. 2100 2nd 
Street, SW. Room 6613, Washington. DC 
20590. 

Notification prtM-cdurct 
Individuals may contact the System 
Manager to confirm whether or not the 
system contains a record on them. 

Record acre** procedure: 

An individual may gam access to his 
records by request to the 8ystcm Man¬ 
ager. 

Contenting record procedure: 

Content of these records may be settled 
with the 8ystem Manager. If this is un¬ 
satisfactory to the individual, the per¬ 
son may appeal in writing to the Secre¬ 
tary of Transportation addressed to the 
following: Department of Transporta¬ 
tion. Urban Mass Transportation Admin¬ 
istration. Office of the Chief Counsel, 400 
7th Street, SW. Room 9320, Washington 
DC 20590. 

Record Mwrcc categoric*: 

Travel orders, individual travel vouch¬ 
ers. 

DOT/UMTA 191 

Sy »tera name: 

Travel Advance File DOT UMTA 

Sjrrirm location! 

Department of Transportation (DOT) 
Urban Mass Transportation Administra¬ 
tion (UMTA>, Office of Financial Man¬ 
agement. Accounting Division. 2100 2nd 
6treet. 8.W.. Washington, D C. 20590 
Catrsurif* of individual* x 

Recipients of travel advances. 

Categoric* of record*! 

Records of travel advances and liqui¬ 
dation and repayment thereof. 
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Routine u*e»: 

Maintain accounting records. Ensure 
collection of amounts due the United 
States. See Prefatory Statement of Gen¬ 
eral Routine Uses. 

Policies and practice*: 

Storage* 

Maintained on 5 > 8 card form. 

Kctrirvaliilit* : 

By name. 

Su feguard*: 

Records are maintained by Account¬ 
ing Branch personnel in locked file. 

Retention and <li»po*al: 

Retained three years then forwarded 
to Federal Records Center with other 
accounting records. 

S»»tcrn manager; 

Fiscal Officer, Accounting Branch. De¬ 
partment of Transportation, Urban 
Mass Transportation Administration. 
2100 2nd Street. S.W.. Room 6613. Wash¬ 
ington, D.C. 20590. 

'Notification procedure: 

Individuals may contact the System 
Manager to confirm whether or not the 
system contains records on them 

Record arrfwi procedure: 

An individual may gain access to his 
records by request to the System Man* 

ager. 

Contesting record procedure: 

Content of these records may be 
settled with the System Manager. If this 
ts unsatisfactory to the individual, the 
person may appeal In writing to the Sec¬ 
retary of Transportation, addressed to 
the following: Department of Transpor¬ 
tation, Urban Mass Transportation Ad¬ 
ministration, Office of the Chief Counsel. 
400 7Hi Street. S.W.. Room 9320. Wash¬ 
ington, D.C. 20590. 

Record •ourcc categoric*: 

Travel advance card signed by indi¬ 
vidual. 

DOT/UMTA 192 
S**tei»i numrx 

Urban Tarnsportatlon Planning Sys¬ 
tem (UTPS) Address File. DOT UMTA. 

8y*tem location: 

Department of Transportation <DOT>, 
Urban Mass Transportation Administra¬ 
tion (UMTA). Office of Transit Plan¬ 
ning. Planning Methodology and Tech¬ 
nical Support Division. UTP-40, 400 7th 
Street. 6.W.. Room 9311, Washington. 
D.C. 20590. 

Categoric* of individual*: 

UTPS users. Persons Indi cating con¬ 
tinuing interest In UTPS develop¬ 
ments. Federal Highway Administration 
‘ FHWA) Planning Package users. 

I tcgoric* of record*: 

Individual’s name, business address, 
telephone number, UPTS or FHWA 


Planning Package version date. UTPS 
course/symposium/conference attend¬ 
ance. 

Routine u*c*: 

For technical information dissemina¬ 
tion. See Prefatory Statement of Gen¬ 
eral Routine Uses. 

Poltcie* and practice*: 

Storage: 

Records arc maintained in a computer 
file 

Kelrievability: 

Access by computer terminal by any 
item. 

Safeguard*: 

Available for use under the control of 
the System Manager. Computer file is 
protected by account number and code 
words. 

Retention and di*pu*al: 

Records are retained until notified 
that individual no longer desires infor¬ 
mation and then record is destroyed. 

Solrm manager: 

Director. Planning Methodology and 
Technical Support Division. UTF-40. 
Department of Transportation. Urban 
Mass Transportation Administration, 
Office of Transit Planning. 400 7th 
Street. S.W., Room 9311. Washington, 
DC. 20590. 

Noli fir ill inn procedure: 

Inquiries are addressed to the System 
Manager. UTP-40 (address same as 
above). 

Record acre** procedure: 

Direct control is maintained by the 
System Manager. 

Contesting record procedure: 

Contest of these records Is at Head¬ 
quarter’s level (i.e. the System Man¬ 
ager). Individual may appeal adverse 
decision to the Secretary of Transpor¬ 
tation. addressed as follows: Depart¬ 
ment of Transportation. Urban Mass 
Transportation Administration, Office of 
the Administrator. 400 7th Street. 8.W.. 
Room 9324, Washington. D.C. 20590. 

Record *ource categoric*: 

UTPS order forms. UTPS course reg¬ 
istration forms, letter and/or verbal re¬ 
quest to be placed on mailing list 

DOT/UMTA 19.3 

S»*tcm name: 

Docket. DOT/UMTA. 

Sulnii location: 

Department of Transportation (DOT), 
Urban Mass Transportation Administra¬ 
tion (UMTA), Office of the Chief Coun¬ 
sel. 400 7th Street, SW. Room 9320. 
Washington. DC 20590. 

Categoric* of individual*: 

Individuals who have commented on 
notices of UMTA appearing In the Fed¬ 
eral Register: authors of reports which 


1557 

are added to the Docket as background 
information. 

Categoric* of record*: 

Summary of the nature of the com¬ 
ment or the report, date written and 
filed, author aflUiation. 

Ron line u*c*: 

To gather information in response to 
rules promulgated by UMTA. Users are 
both UMTA staff members and the pub¬ 
lic. See Prefatory Statement of General 
Routine Uses. 

Policies ami practice*: 

Storage: 

Legal-size file folders stored in file 
cabinets. 

Relricvaliilitv j 

By name and Docket number assigned 
at the time of receipt. 

Safeguard*: 

None required, ^ubllcaliy available file. 

Retention ami tli.*po*ol: 

Indefinite. 

System manuger: 

Docket Clerk. Office of the Chief Coun¬ 
sel. Department of Transportation, Ur¬ 
ban Mass Transportation Administra¬ 
tion. 400 7th Street. SW. Room 9300. 
Washington. DC 20590. 

Record acre** procedure: 

Same as “System Manager “ 

Notification procedure: 

Same as “System Manager " 

Contesting record procedure: 

Same as “System Manager.*’ 

Record Stunt categories: 

Correspondence freely sent by the pub¬ 
lic to UMTA. 

DOT/UMTA 194 

System name: 

Litigation and Claims Files. DOT/ 
UMTA. 

S>*tcin locution: 

Department of Transportation (DOT>. 
Urban Mass Transportation Administra¬ 
tion (UMTA). Office of the Chief Coun¬ 
sel. 400 7th Street. SW, Room 9320, 
Washington, DC 20590. 

Categoric* of individual*; 

Persons who are involved in litigation 
or claims actions. 

Categoric.* of record*: 

Litigation and claim pleadings, dis¬ 
covery material, related documents (in¬ 
cluding background data on individuals 
involved». memoranda, correspondence, 
and other material necessary to respond 
to claims or prepare for litigation or 
hearings. 

Routine u*r*: 

The documents are produced or used 
in and for litigation and claims. These 
documents are disclosed to the Depart- 
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ment of Justice. See Prefatory Statement 
lor General Routine Uses. 

I'olii-ir« and practice* i 

Storage t 

Legal-size file folders stored In lock- 
able and unlockable file cabinets and In¬ 
dividual attorney's offices. 

Hr trievability : 

Retrieved by caption of the particular 
litigation. 

Safeguard*: 

Data from these files are retrievable 
only by persons within the Office of the 
Chief Counsel. 

Retention and di*po*al s 

Litigation files are kept for twx> years 
after case is closed, then sent to Federal 
Records Center. All other records in the 
system are retained indefinitely. 

System manager: 

Chief Counsel. Department of Trans¬ 
portation, Urban Mass Transportation 
Administration. 400 7th Street. SW. 
Room 9320. Washington. DC 20590. 

Notification procedure: 

Individuals wishing to know if their 
records appear in this system of records 
may Inquire in person or In writing to 
the System Manager. 

Record arew procedure: 

Individuals who desire access to the 
information about themselves in this sys¬ 
tem of records should contact or address 
their inquiries to the System Manager. 

Contesting record procedure: 

Individuals who desire to contest In¬ 
formation about themselves contained in 
tills system of records should contact or 
address their inquiries to the System 
Manager. 

Record source categoric*: 

Federal courts. Individuals and their 
attorneys. UMTA records, litigation files, 
etc. 

DOT/IMTA 193 

Suinn name: 

Confidential Statement of Employ¬ 
ment and Financial interests. DOT/ 
UMTA. 

System location: 

Department of Transportation, 

• DOT). Urban Mass Transportation Ad¬ 
ministration, <UMTA>, Office of the 
Chief Counsel. 400 7th Street. SW. Room 
9320. Washington. DC 20590, 

Categoric* of individual*: 

Employees of the Urban Mass Trans¬ 
portation Administration In supervisory 
positions where a conflict of interest or 
the appearance of a conflict of interest 
might occur. Also included in this cate¬ 
gory are consultants and experts of the 
Urban Mass Transportation Administra¬ 
tion. 


Categoric* of record*: 

Information on employment and 
financial interests and debts. 

Routine «i*rr«: 

The information to be furnished is re¬ 
quired by Executive Order 11222 and the 
regulations of the Civil Service Commis¬ 
sion issued thereunder and may not be 
disclosed except as the Commission or 
the agency head may determine. The 
purpose of the use of this information 
is to avoid a conflict of interest or the 
appearance of a conflict of interest In 
UMTA employees. See Prefatory State¬ 
ment of General Routine Uses. 

Polieie* and practice*: 

Storage: 

Legal size folders. 

Retries ability: 

Indexed by name in alphabetical 
sequence. 

Safeguard*: 

Records are stored in locked file 
cabinet. 

Retention and di*p<»*al: 

Records are kept 3 years and then 
transferred to Federal Records Center 
for 6 years. 

System manager: 

Chief Counsel, Department of Trans¬ 
portation, Urban Mass Transportation 
Administration, Office of the Chief Coun¬ 
sel, 400 7tli Street, SW, Room 9320. 
Washington. DC 20590. 

Notification procedure: 

Department of Transportation, Urban 
Mass Transportation Administration, 
Office of the Chief Counsel. 400 7th 
8treet, SW. Room 9320. Washington. DC 
20590. Inquiries may be addressed to the 
Chief Counsel either in person or in 
writing. If written the individual must 
provide a notarized signature. 

Record acre** procedure: 

Access to records requires the indi¬ 
vidual to contact in person or write the 
Chief Counsel at the address in ••Notifi¬ 
cation Procedure/* 

Contenting record procedure: 

Contest of & record is also through the 
Chief CounscL 
R« cord *oarer categoric*: 

Statements of employment and finan¬ 
cial interests, creditors, interests in real 
property are submitted by employees and 
consultants of the Urban Moss Trans¬ 
portation Administration. Initial re¬ 
quests for submission of statements are 
through the Personnel Division. Office of 
Administration. Urban Mass Transpor¬ 
tation Administration. 

DOT 'UMTA 181, previously published 
December 7. 1978. Volume 41, Page 53585 
is republished with editorial corrections. 
As before. It supplements the compilation 
published by the Office of the FrenuL 


Register under the title "Privacy Act 
Issuance, 1976 Compilation Volume 2 " 

DOT/IMTA 101 

5*%*ten» name: 

Attendees Names and Addresses for 
RAD Priorities Conference. 

Syntem legation: 

UMTA Office of Research and Devel¬ 
opment and American Public Transit 
Association * acting as contractor to 
UMTA>. 

Cuitcgorir* of iadi>tdtial*: 

Persons attending first RAD Priorities 
Conference in February 1976; those to 
be invited to the second and subsequent 
annual conferences, and those to whom 
copies of the proceedings of each confer¬ 
ence are to be sent 

Categoric- of record*: 

These records contain names, organi¬ 
zational affiliation and addresses only* 

Routine n»r*: 

Including categories of users and the 
purposes of such uses: To communicate 
plans for planned conferences to likely 
participants. To distribute to partici¬ 
pants and those who have requested, or 
are likely to benefit from, informational 
materials, proceedings, and other docu¬ 
ments related to UMTA’i research, de¬ 
velopment and demonstration activity. 
Records are subject to examination by 
federal officials concerned with the dis¬ 
semination of research and development 
Information, but are not disclosed to 
members of the public (except through 
publication in the proceedings of names 
of individuals who actually participate in 
each conference). 

Pollrie* anti practice*: 

Storage: 

Paper documents in flic system. 

Ret ric* ability: 

Alphabetically by name. 

Safeguard*: 

Access is restricted to officials of 
UMTA and APTA involved in planning 
and disseminating toiformation about 
conferences. 

Hctc-ntion anti dinponal: 

Records arc maintained in current 
status. Deleted names and addresses are 
discarded completely. The system itself 
will be discarded within two years after 
the last RAD priorities conference of the 
current series has been concluded. 

System manager: 

Official responsible is Executive As¬ 
sistant to Associate Administrator for 
Research and Development, URD-3. 
UMTA. Washington. DC 20590. 

Notification procedure: 

Individual may contact the systems 
manager to confirm whether or not the 
system contains a record on them. 
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Record «mtw prorftlurcm: 

Same as Notification Procedure. 

(on testing rfcnrd procedure: 

Content of these records may be set¬ 
tled with the system manager. If this Is 
unsatisfactory to the individual, the per¬ 
son may appeal in writing to: Privacy 
Act Officer, UAD-60 Urban Moss Trans¬ 
portation Administration Room 4116, 
Nassif Building 400 7th Street, SW.. 
Washington, D.C, 20690. 

Record souiw categoric*: 

Names of individuals who have at¬ 
tended past R&D Priorities Conferences 
and individuals who have requested 
copies of the proceedings. 

iFR Doc.77-400 Filed l 0 77;8:45 am) 


DEPARTMENT OF THE TREASURY 

Office of the Secretary 

DEBT MANAGEMENT ADVISORY 
COMMITTEES 

Change of Name of Treasury Advisory 
Committee 

In reference to the published Notice 
of December 17. 1976 <41 PR 55765) re¬ 
garding the January 25 and 26. 1977 
meetings of Treasury* debt management 
advisory committee meetings, it should 
be noted that the name of the Securities 
Industry Association, Government Secu¬ 
rities and Federal Agencies Committee 
has been changed to the U.S. Govern - 
went and Federal Agencies Securities 
Committee o/ the Public Securities Asso¬ 
ciation . 

Edwin H. Yko. in, 

Under Secretary for 
Monetary Affairs. 

January 3. 1977. 

|FR Doc.77 559 FUed i-6-77;8:45 amj 


|TDO No. 100-1 Ret | 

DEPUTY ASSISTANT SECRETARY (TAX 
LEGISLATION). ET AL. 

Delegation of Authority To Approve 
Internal Revenue Regulations 

By virtue of the authority vested in 
the Secretary of the Treasury, which au¬ 
thority has been delegated to me as As¬ 
sistant Secretary (Tax Policy) by Treas¬ 
ury Department Orders No. 150-41 and 
No. 190 < Revised >. the authority to ap¬ 
prove regulations relating to the internal 
revenue laws is redelegated as follows: 

1. To the Deputy Assistant Secretary 
' Tax Legislation >. This authority may be 
exercised by him in his own capacity and 
under his own title, and he shall be re¬ 
sponsible for referring to the Assistant 
Secretary (Tax Policy) any regulations 
on which action should be appropriately 
taken by him. 

2. To the Tax Legislative Counsel, but 
only if the positions of Deputy Assistant 
Secretary (Tax Legislation) and Deputy 
Assistant Secretary (Tax Analysis) are 
both vacant and the Assistant Secretary 
<Tax Policy) is away from Washington. 
JTC. This authority shall not be exer¬ 


cised by the Tax Legislative Counsel if in 
his Judgment the regulation should be 
approved by the Assistant Secretary 
(Tax Policy). 

3. The authority delegated herein to 
the Tax Legislative Counsel may be ex¬ 
ercised by the Deputy Tax Legislative 
Counsel, in his own capacity and under 
his own title, but only if there is a va¬ 
cancy in the position of Tax Legislative 
Counsel. 

Treasury Department Order No. 190-1. 
dated January 8. 1973. is rescinded ef¬ 
fective this date. 

December 29, 1976. 

Charles M. Walker. 

Assistant Secretary (Tax Policy >. 

|FR Doc.77-565 Filed 1-8-77; 8:45 am| 


INTERSTATE COMMERCE 
COMMISSION 

(Notice No. 2291 

Assignment of Hearings 

January 4. 1977. 

Cases assigned for hearing, postpone¬ 
ment, cancellation or oral argument ap¬ 
pear below and will be published only 
once. This list contains prospective as¬ 
signments only and does not include 
cases previously assigned hearing dates. 
The hearings will be on the issues as 
presently reflected in the Official Docket 
of the Commission. An attempt will be 
made to publish notices of cancellation 
of hearings as promptly as possible, but 
Interested parties should take appropri¬ 
ate steps to insure that they are notified 
of cancellation or postponements of 
hearings in which they arc Interested. 

MO 136897 (Sub No. 19), Swift Transport*- 
Uou Co., Inc. now being aligned March 2. 
1977 (1 day) At Lew Angeles. California In 
a bearing room to be later designated. 

MC 142971 8ub 1. American Terminal, Inc 
now assigned February 1.1977 at the Offices 
of the Interstate Commerce Commission 
in Washington. D.C, Is cancelled, applica¬ 
tion dismissed. 

MO 119632 Sub 6(5. Reed Lines, Inc. now as* 
signed January 31. 1977 at Columbus. Ohio 
la cancelled, application dismissed 
MC-F 12811, Chicago-St. Lout* Transport, 
Inc.—Purchase—Airline Cartage. Inc. and 
MC 134493 Sub 2. Chicago-St. Loul* Trans¬ 
port. Inc., now being assigned March 21. 
1977 (1 week), at Chicago, Ill., in a hear¬ 
ing room to be later designated. 

MX 134922 (Sub-192), B. J. McAdams. Inc., 
now being assigned March 15. 1977 (1 day), 
at Columbus, Ohio; in a hearing room to 
be later designated. 

MC 134150 (Sub-7). Southwest Equipment 
Rental. Inc., dba Southwest Motor Freight, 
now being assigned March 16. 1977 (I day) 
at Columbus. Ohio; In a hearing room to 
be later designated. 

MC 41406 (Sub-54). Artlm Transportation 
System. Inc.; MC 95878 (Sub-188). Ander- 
aon Trucking Service, Inc; MC 100874 (Sub- 
208). Schllll Motor Lines, Inc.; MO 112304 
(Sub-Ill), Ace Doran Hauling A Rigging 
Co.; MC 117068 (Sub-No. 70). Midwest Spe¬ 
cialised Transportation. Inc.; MC 119774 
(Sub-90), Eagle Trucking Company; MC 
120737 (Sub-40). Star Delivery & Transfer. 
Inc.; MO 123407 (Sub-313), Sawyer Trans¬ 
port, Inc ; MO 138144 (Sub-12). Fred Olson 
Co. Inc. and MC 138741 (Sub-22). E K 
Motor Service. Inc., now being assigned 


March 17. 1977 ( 2 days) at Columbus. Ohio, 
In a hearing room to be later designated. 
MC 33841 (Sub-126). I ML Prelght. Inc., now 
assigned January 10. 1977 at BoUe. Idaho, 
will be held in Room 429 Federal Build¬ 
ing. 550 West Fort Street, instead of Owy¬ 
hee Plaza Hotel. 11th A Main Streets. 

MC 140146 Sub 4. Jeffery P Jenks, dba 
Jenks Cartage Co. now assigned January 
14. 1977 at Columbus, Ohio and will be 
held In Room 235, Federal Office Building, 
85 Marconi Boulevard. 

MC 119632 Sub 68. Reed Lines. Inc. now as¬ 
signed January 12. 1077 at Columbus. Ohio 
and will be held In Room 235. Federal Of¬ 
fice Building. 85 Marconi Boulcvard- 
MC 138991 Sub 14, K.J. Transportation. Inc., 
now assigned January 13. 1977 at Colum¬ 
bus. Ohio and will be held In Room 235. 
Federal Office Building. 85 Marconi Boule¬ 
vard. 

MC 124939 Sub 9, Food Haul. Inc, now as¬ 
signed January 11. 1977 at Columbus, Ohio 
and will be held In Room 235. Federal Office 
Building, 85 Marconi Boulevard. 

AB 19 8ub 10. Baltimore and Ohio Railroad 
Company Abandonment Portion of the 
Ohio and Little Kanawha Branch Between 
Relief and Phllco, In Muskingum. Morgan 
and Washington Conn Ilea. Ohio now as¬ 
signed January 17. 1977 at McConnelsvilte. 
Ohio and will be held at the Courthouse. 
19 East Main Street 

MO 136899 (Sub-18). Higgins Transportation 
Ltd*, now assigned February 23, 1977 at 
Chicago. Illinois; will be held in Room 1319 
Everett McKinley Dirksen Building. 219 
South Dearborn Street. 

MC 123407 (Sub-306 1 . Sawyer Transport. 
Inc. now awdgned February 24. 1977 at 
Chicago. Illinois; will be held In Room 
1319 Everett McKinley Dirksen Building. 
219 South Dearborn Street 
MC 118159 (Sub-176), National Refrigerated 
Transport. Inc., now aligned February 28, 
1977 at Chicago. Illinois; will be held In 
Room 1319 Everett McKinley Dirksen 
Bulletin?. 219 South Dearborn Street. 

MC 110657 (Sub-22). Oeorge Transit Line. 
Inc , now assigned March 1. 1977 at Chi¬ 
cago. Illinois, will be held In Room 1319 
Everett McKinley Dirksen Building. 219 
South Dearborn Street. 

MC 123407 (Sub-309). Sawver Transport, 
Inc . now aligned March 3. 1977 at Chi¬ 
cago. MlnoN; will be held In Room 1319 
Everett McKinler Dirksen Building. 219 
South Dearborn Street. 

MC 135518 Sub 4, Everett Trucking. Inc now 
being assigned February 14, 1977 (1 week) 
at San Franclsco. California in a hearing 
room to be later designated 
FD 28322. Chicago. South Shore and 8outh 
Bend Railroad Discontinuance of all P**»- 
engcr Train Service, now being assigned 
continued hearing January 17, 1077 (l day) 
at Chicago, TllinoU: In Court Room 1903 
Everett McKinley Dirksen Building. 219 
South Dearborn Street 

Robert L. Oswald. 

Secretary. 

|KR Doc 77 630 Fited 1-8-77:8:45 am| 


|Arndt. No. 2 to Exemption No. 126) 

EXEMPTION UNDER PROVISION OF RULE 
19 OF THE MANDATORY CAR SERVICE 
RULES ORDERED IN EX PARTE NO. 241 

To All Railroads: Upon further con¬ 
sideration of Exemption No. 126 Issued 
June 28.1976. 

It is ordered . That under authority 
vested in me by Car Service Rule 19. 
Exemption No. 126 to the Mandatory Car 
Service Rules ordered in Ex Parte No. 241 
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be, und it is hereby, amended to expire 
March 31,1977. 

This amendment ahull become effective 
December 31.1976. 

Issued at Washington. D.C., December 
26.1976. 

Interstate Commerce 
Commission. 

Lewis R. Txeplk, 

Agent. 

|PR Doc.77-627 Piled t 6 77;6:48am| 


(Arndt. No. 5 to Corrected Exemption No 1641 

EXEMPTION UNDER PROVISION OF RULE 
19 OF THE MANDATORY CAR SERVICE 
RULES ORDERED IN EX PARTE NO. 241 

Upon further consideration of Cor¬ 
rected Exemption No. 104 Issued October 
7. 1975, 

It is ordered, That under the authority 
vested in me by Car Service Rule 19. 
Corrected Exemption No. 104 to Uie 
Mandatory Car Service Rules ordered in 
Ex Parte No. 241. be, and It is hereby, 
amended to expire March 31. 1977. 

This amendment shall become effective 
December 31.1976. 

Issued at Washington. D.C.. December 
23. 1976. 

Interstate Commerce 
Commission. 

Lewis R Teeplr, 

Agent. 

|KR Doc 77 628 Piled 1-6-77:8:48 am) 


| Arndt No. 6 to Exemption No 951 

EXEMPTION UNDER PROVISION OF RULE 
19 OF THE MANDATORY CAR SERVICE 
RULES ORDERED IN EX PARTE NO. 241 

To: Bessemer and Lake Erie Railroad 
Company. Norfolk and Western Railway 
Company. Upon further consideration 
of Exemption No. 95 issued February 5, 
1975. 

It is ordered. That, under the authority 

vested in me by Car Service Rule 19. 
Exemption No. 95 to the Mandatory Car 
Service Rules ordered In Ex Parte No. 
241. be, and it is hereby amended to ex¬ 
pire March 31. 1977. 

This amendment shall become effective 
December 31, 1976. 

Issued at Washington- DC.. Decem¬ 
ber 23, 1976. 

Interstate Commerce 
Commission, 

Lewis R. Teeple, 

Agent. 

|PR Doc 77-829Piled I 6-77.8 45 am] 


FOURTH SECTION APPLICATION FOR 
RELIEF 

January 4. 1977. 

An application, as summarized below, 
has been filed requesting relief from the 
requirements of Section 4 of the Inter¬ 
state Commerce Act to permit common 


carriers named or described in the appli¬ 
cation to maintain higher rates and 
charges at intermediate points than 
those sought to be established at more 
distant points. 

Protests to the granting of an appli¬ 
cation mast be prepared in accordance 
with Rule 40 of tiie General Rules of 
Practice (49 CFR 1100.40) and filed on 
or before January 24. 1977. 

FSA No. 43294 —Pipeline Rates—Pe¬ 
troleum Products from the Southwest. 
Piled by William Pipe Line Company, 
«No. 8). for interested carriers. Rates on 
petroleum products, as described in the 
application, from spec tiled points in 
Kansas. Oklahoma, and Texas, to speci¬ 
fied points in Missouri Iowa, and Illinois. 

Grounds for relief—Market and car¬ 
rier competition. 

Tariffs— William Pipe Line Company 
tariffs Nos. 6, 3-B, and 4, LC.C. Nos. 8. 
10. and 5. Rates are published to become 
effective on February 1. 1977, and later. 

By tlie Commission. 

Henna L. Oswald, 
Secretary. 

IFR Doc 77 632 Filed 1-6 77;8:45 »m| 


|Notice No. !| 

MOTOR CARRIER TEMPORARY 
AUTHORITY APPLICATIONS 

January 4. 1977. 

The following are notices of filing of 
applications lor temporary authority 
under section 210a<a) of the Interstate 
Commerce Act provided for under the 
provisions of 49 CFR 1131.3. These rules 
provide that an original and six i6> 
copies of protests to an application may 
be filed with the field official named in 
the Federal Register publication no later 
than the 15th calendar day after the 
date the notice of the filing of the ap¬ 
plication is published in the Federal 
Register. One copy of the protest must 
be served on the applicant, or its au¬ 
thorized representative, if any, and the 
Protestant must certify that such service 
has been made The protest must 
identify the operating authority upon 
•MC M docket and “Sub” number and 
quoting the particular portion of au¬ 
thority upon which it relies. Also, the 
Protestant shall specify the service it can 
and will provide and the amount and 
type of equipment it will make available 
for use in connection with the service 
contemplated by the TA application. The 
weight accorded a protest shall be gov¬ 
erned by the completeness and pertinence 
of the protestant’s information. 

Except as otherwise specifically noted, 
each applicant states that there will be 
no significant effect on the quality of 
the human environment resulting from 
* approval of its application. 

A copy of the application is on file, and 
can be examined at the Office of the 
Secretary, Interstate Commerce Com¬ 
mission, Washington. D C., and also in 
the ICC Field Office to which protests 
are to be transmitted. 


Motor Carriers or Property 

No. MC 35807 (Sub-No. 65TA), filed 
December 21. 1976. Applicant: WELLS 
FARGO ARMORED SERVICE CORPO¬ 
RATION. P.O. Box 4313. Atlanta. Go. 
30302. Applicant's representative: David 
E. Wells 'same address as applicant >. 
Authority sought to operate as a contract 
carrier, by motor vehicle, over irregular 
routes, transporting: Currency, coin se¬ 
curities and other negotiable instru¬ 
ments. between Salt Luke City, Utah and 
the cities of Ontario. Nyssa and Vale, 
Oreg.. under a continuing contract with 
Federal Reserve Bank of San Francisco, 
for 180 days. Applicant has also filed an 
underlying ETA seeking up to 90 days 
of operating authority. Supporting ship¬ 
per: Federal Reserve Bank of San 
Francisco. 400 Sasome St., 8on Fran¬ 
cisco, Calif. 94120. Send protests to: 
William L. Scroggs. District Supervisor. 
1252 W. Peachtree St., N.W., Room 546. 
Interstate Commerce Commission. At¬ 
lanta. Ga. 30309. 

No. MC 44639 tSub-No. 00TA>. filed 
December 20. 1976. Applicant: L. L M. 
EXPRESS COMPANY. INC., 220 Ridge 
Road. Lyudhurst, NJ. 07071. Applicant’s 
representative: Robert B. Russell (same 
address as applicant). Authority sought 
to operate as a common carrier , by motor 
vehicle, over Irregular routes, transport¬ 
ing: Wearing apparel and materials and 
supplies used in the manufacture of 
wearing apparel (except commodities in 
bulk), between Dublin. Independence 
and Rural Retreat, Va.. on the one hand, 
and on the other. Lyndhurst. NJ.. and 
New* York. N.Y., Applicant intends to in¬ 
terline at Lyndhurst. NJ., and New York. 
N.Y., for 180 days. Supporting Sliippcr: 
Dansktn Inc.. State St. opposit Chestnut 
St., York. Pa. 17403. Send protests to: 
Julia M. Papp. Transportation Assistant. 
Interstate Commerce Commission. 9 
Clinton St.. Newark, NJ. 07102. 

No. MC 46313 (Sub-No. 14TA>, filed 
December 21, 1976 Applicant: SUHR 
TRANSPORT. 117 Park Drive South. 
P.O. 1717, Great Falls. Mont. 59401. Ap¬ 
plicant’s representative: H. H. Lowthtnn. 
Jr. (same address as applicant). Author¬ 
ity sought to operate as a common car¬ 
rier, by motor vehicle, over Irregular 
routes, transporting: Cement; hydraulic, 
masonry, mortar . natural or Portland. In 
bulk and In bags, from Montana City. 
Mont., to points in Duchesne. Uinta. 
Daggett and Summit Counties. Utah, for 
180 days. Applicant has also filed an un¬ 
derlying ETA seeking up to 90 days of 
operating authority. Supporting shipper 
F. E. Reiser, Assistant Manager. Traffic- 
Marketing Services. Rocky Mountain 
Division. Kaiser Cement k Gypsum Cor¬ 
poration. 515 N. Sanders. Helena. Mont. 
59601. Scud protests to: Paul J. Labane. 
District Supervisor, Interstate Com¬ 
merce Commission, 2602 First Avc, 
North. Billings. Mont 59101. 

No. MC 64932 (Bub-No. 570TA>. filed 
December 21. 1976, Applicant: ROGERS 
CARTAOE CO . 10735 8 Ckcro Ave Oak 
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Lawn, Ill. 60453. Applicant** representa¬ 
tive. William P. Farrell (same address as 
applicant). Authority sought to operate 
as a common carrier „ by motor vehicle, 
over irregular routes, transporting: 
Maleic anhydride. In bulk, In tank vehi¬ 
cles, from the plantslte of Ashland 
Chemical Co., at or near Neal. W. Va., to 
points in Illinois, Indiana, Michigan, 
Missouri. Ohio and Wisconsin, for 180 
days. Supporting shipper: Ashland 
Chemical Company, William A. Thomp¬ 
son, Assistant, Traffic Manager. P.O. Box 
2219. Columbus, Ohio 43216. Send pro¬ 
tests to: Patricia A. Roscoc, Transporta¬ 
tion Assistant. Interstate Commerce 
Commission, Everett McKinley Dirkscn 
Bldg.. 219 8. Dearborn St,. Room 1386- 
Chicago. Hi. 60604. 

No. MC 82841 (Sub-No. 202TA>. filed 
December 2!. 1976. Applicant: HUNT 
TRANSPORTATION. INC.. 10707 I St.. 
Omaha. Nebr. 68127. Applicant's repre¬ 
sentative: William E Christensen (same 
address as applicant). Authority sought 
to operate ns a common carrier, by motor 
vehicle, over irregulnr routes, transport¬ 
ing: Lumber, from Belle Fourche, 8. 
Dak., to points In Texas, for 180 days. 
Applicant has also filed an underlying 
ETA seeking up to 90 days of operating 
authority. Supporting shipper: John C. 
Mares. President. Southwestern Sales. 
Tnc„ P.O. Box 14703. Send protest s to: 
Carroll Russell. District Supervisor. In¬ 
terstate Commerce Commission. Suite 
620. 110 N. 14th St, Omaha. Nebr. 68102. 

No. MC 103051 »8ub-No. 385TA), filed 
December 21. 1976. Applicant.: FLEET 
TRANSPORT COMPANY. INC.. 934 
44th Ave.. North. P.O Box 90408. Nash¬ 
ville, Tenn. 37209. Applicant's represent¬ 
ative: Russell E Stone (same address as 
applicant). Authority sought to operate 
as a common carrier . by motor vehicle, 
over irregular routes, transporting: 
Liquid arsenic acid , in buifc, in tank ve¬ 
hicles, from Bonham. Tex., to Conley. 
Ga.. for 180 days. Applicant has also filed 
an underlying FTA seeking up to 90 days 
of operating authority. Supporting ship¬ 
per: Koppcrs Company. Tnc.. 850 Kop- 
Pcrs Bldg.. Pittsburgh. Pa. 15219. Send 
protests to: Joe J. Tate, District Super¬ 
visor. Bureau of Operations, Interstate 
Commerce Commission. Suite A-4 22 
XJB. Courthouse. 801 Broadway. Nash¬ 
ville. Tenn. 3T203. 

No. MC 107515 (Sub-No. 1043TA). 
filed Dece mber 22. 1976. Applicant: RE¬ 
FRIGERATED TRANSPORT CO.. INC, 
P.O Box 308. 3901 Jonesboro Road. S E* # 
Forest Park, Oa. 30050 Applicant's rep¬ 
resentative: Atan E Serby, Suite 375, 
3379 Peachtree Road. N E.. Atlanta. Oa. 
30326. Authority sought to operate as a 
common carrier. by motor vehicle, over 
irregular routes, transporting: Meals, 
meat products, and meat by-products, as 
described in Section A of Appendix I to 
the report in Descrivttons in Motor 
Carrier Certificates. 61 M C.C. 209 and 
<66 (except commodities in bulk). In ve¬ 
hicles equipped with mechanical refrig¬ 
eration. from the plAntsitc and facilities 


of Landy of Wisconsin. Inc.. Eau Claire, 
Wis.. to points in Arizona. California. 
New Mexico, Oregon and Washington, 
for 180 days. Supporting shipper: Landy 
of Wisconsin, Inc, P O. Box 1265, Eau 
Claire. Wis. 54701. Send protests to: 
William L. Scroggs. District Supervisor, 
Interstate Commerce Commission, 1252 
W. Peachtree 8t. N.W., Room 546. At¬ 
lanta. Ga. 30309. 

No. MC 107515 (8ub-No. 1044TA). 
filed December 21. 1976 Applicant: RE¬ 
FRIGERATED TRANSPORT COM¬ 
PANY. INC. P.O Box 308. 3901 Jones¬ 
boro Road. 8 E . Forest Park. Ga. 30050. 
Applicant’s representative* Alan E. 
Serby. Suite 375. 3379 Peachtree Road. 
N E. Atlanta. Oa. 30326. Authority 
sought to operate as a common carrier . 
by motor vehicle, over Irregular routes, 
transporting Mea**. and m^at products 
and meat by-products, as described In 
Section A of Append’* I to the report 
in Descriptions in Mo*or Carrier Certif¬ 
icates. 61 MCC. 209 and 766 (except 
commodities In bulk), in vehicles 
equipped with mechanical refrigeration, 
from the plantslte and facilities of Landv 
of Wisconsin, Inc. Eau rinlrc, Wis. to 
points in Georgia. North Carolina. South 
Carolina, Tennessee. Florida. 1. ouisiana. 
and Texas, for 180 days Anpjlcnnt has 
also filed an underhrtpg FT* seeing up 
to 90 days of ooernMncr authority. Sup¬ 
porting shipper: landv of Wisconsin. 
Inr.. PO. Box 1365. E*»u ClnJre, Wis. 
54701. Send probata to: William L. 
Scroggs, District Supervisor Interstate 
Commerce Commission. 1253 W. Peach¬ 
tree 8t . N.W.. Room 546. Atlanta. Oa. 
30309. 

No. MC 109533 (Sub-No. 83TA). filed 
Decem ber 20. 1976. A null cant: OVFR- 
NTTF TRANSPORTATION COMPANY. 
1000 Semmes Ave.. Richmond Va 23224. 
Applicant's representative: C. H. Swan¬ 
son. P O Box 1216, Richmond. Va. 23209. 
Authority sought to operate as a com¬ 
mon carrier, bv motor vehicle, over reg¬ 
ular routes, transporting: General com¬ 
modities (except those of unusual value. 
Classes A and B explosives, household 
goods as described by the Commission, 
commodities In bulk and those requiring 
special equipment), serving the plant- 
site of Johnson Controls. Inc., located at 
or near Georgetown. Kv. Applicant in¬ 
tends to tack Its existing authority with 
MC 109533 (Sub-No. 42). Applicant also 
Intends to interline nt Atlanta. Ga.; 
Birmingham. Ala : Charleston. W Va.; 
Baltimore. Md : Richmond. Va.; Char¬ 
lotte, N.C., Jacksonville. Fla.; Louisiana. 
Ky.. and Memphis. Tenn.. for 180 days. 
Supporting shipper: Johnson Controls, 
Inc., James R, Hoocenboom, Traffic Man¬ 
ager, P.O, Box 544, Georgetown. Ky 
40324. 8end protests to: Paul D. Collins. 
District Supervisor. Bureau of One ra¬ 
tions. Room 10-502 Federal Bldg, 400 N. 
8th 8t.. Richmond. Va. 23240. 

No. MC 110988 (Sub-No. 337TA), filed 
December 21, 1976. Applicant: SCHNEI¬ 
DER TANK LINES, INC., 200 W. Cecil 
St., Necnah. Wis. 54956. Applicant's rep¬ 
resentative: Neil DuJardin. P.O. Box 


Ittl 

2298, Green Bay, Wis. 54306. Authority 
sought to operate as a common carrier. 
by motor vehicle, over Irregular routes, 
transporting: Liquid ferrous chloride. 
from Monroe. Ohio, to the facilities of 
K. A. Steel Chemicals, Inc., located at or 
near Gary. Ind , and Lemont. HI., for 180 
days. Applicant has also filed an under¬ 
lying ETA seeking up to 90 days of op¬ 
erating authority. Supporting shipper: 
K. A. Steel Chemicals. Inc., 2700 River 
Road.'Des Plaines, III. 60018. Send pro¬ 
tests to: Gail Daugherty. Transportation 
Assistant. Interstate Commerce Commis¬ 
sion. Bureau of Operations, U.8. Fed¬ 
eral Bldg., and Courthouse, 517 E, Wis¬ 
consin Ave., Room 619, Milwaukee. Wis. 
53202. 

No. MC 111401 (Sub-No. 474TA). filed 
December 21. 1976. Applicant: OROEN- 
DYKE TRANSPORT. INC.. 2510 Rock 
Island Blvd. P.O. Box 632. Enid. Okla. 
73701. Applicant's representative: Vic¬ 
tor R. Comstock (same address os ap¬ 
plicant). Authority sought to operate os 
a common carrier, by motor vehicle, over 
irregular routes, transporting: Furfural 
aldehyde, in bulk, in tank vehicles, from 
Brownsville. Tex., to Houston, Tex., re¬ 
stricted to shipments in foreign com¬ 
merce only, for 180 days. Applicant has 
also filed an underlying ETA seeking up 
to 90 days of operating authority. Sup¬ 
porting shipper: ICC Industries. Inc . 
3701 Kirby Drive. Suite 828, Houston. 
Tex. 77098. Send protests to: Joe Green, 
District Supervisor. Room 240 Old Post 
Office Bldg.. 215 N.W. Third St., Okla¬ 
homa City. Okla. 73102. 

No. MC 111401 (Sub-No. 475TA), filed 
December 21. 1976. Applicant: OROEN- 
DYKE TRANSPORT, INC.. 2510 Rock 
Island Blvd . P.O. Box 632. Enid, OHa. 
73701. Applicant's representative: Vic¬ 
tor R. Comstock (same address as ap¬ 
plicant). Authority sought to operate ns 
a common carrier, by motor vehicle, over 
Irregular routes, transporting: Mineral 
water (industrial waste sludge). In bulk, 
from Tinker Air Force Base. Oklahoma 
City. Okla., to Bio-Ecology 8ystcms, Inc. 
at Grand Prairie, Tex . for 180 davs. Ap- 
pllcnnt has also filed an underlying FTA 
seeking up to 90 days of operating au¬ 
thority. Supporting shipper: U S. Depart¬ 
ment of Defense. Chief. Regulatory law 
Office. Office of the Judcre Advocate Gen¬ 
eral. Dept, of the Army. Washington. 
D C. 20310. Send protests to: Joe Green. 
District Supervisor Room 240 Old Post 
Omce Bldg.. 215 N.W Third St., Okla¬ 
homa City. Okla. 73102. 

No. MC 114284 (8ub-No. 75TA). filed 
D ecemb er 21, 1976. Applicant: FON- 
SMYTHE TRANSPORTATION CO., 1700 
S. Portland. P.O. Box 82307. Oklahoma 
City. Okla. 73108. Applicant's represent¬ 
ative: M. W. Thomnson (same address 
as applicant). Authority sought to oper¬ 
ate os a common carrier, by motor ve¬ 
hicle. over irregular routes, transporting: 
Meat, meat products, meat by-products, 
articles distributed by meat packing¬ 
houses and foodstuffs (except hides and 
commodities In bulk), from the plantslte 
and or warehouse facility utilized by 
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George A. Hormel & Co. at or near Fre¬ 
mont, Nebr., to points in Kansas and 
Missouri, restricted to product originat¬ 
ing at named origin and destined to 
named states, for 180 days. Applicant 
has also filed an underlying ETA seeking 
up to 00 days of operating authority. 
Supporting shipper: George A. Hormel 
& Co., Box 800. Austin. Minn. Send pro¬ 
tests to: Joe Green, District Supervisor. 
Room 240. Old Post Office Bldg., 215 N.W. 
Third 8t.. Oklahoma City. Okla. 73102. 

No. MC 114725 (Sub-No. 75TA). filed 
December 22. 1076. Applicant: WYNNE 
TRANSPORT SERVICE. INC., 2222 N. 
11th St.. Omaha. Nebr. 68110. Applicant s 
representative: Arlyn L. Wcstergren. 
Suite 530 Univac Bldg.. 7100 W. Center 
Road. Omaha. Nebr. 68106. Authority 
sought to operate as a common carrier. 
by motor vehicle, over irregular routes, 
transporting: Liquid feed, in bulk, in 
tank vehicles, from Shlckley. Nebr.. to 
points in Iowa, Illinois and Kansas, for 
180 days. Applicant has also hied un un¬ 
derlying ETA seeking up to 90 days of 
operating authority. Supporting ship¬ 
per: Biegert Bros. Fertilizer and Feed 
Co.. Jeff Biegert, Manager, Shickley. 
Nebr. 68436. Send protests to: Carroll 
Russell. District Supervisor. Interstate 
Commerce Commission, Suite 620. 110 N. 
14th St., Omaha. Nebr. 68102. 

No. MC 114896 <8ub-No. 42 TA), filed 
December 17.1976 Applicant: PUROLA- 
TOR SECURITY. INC . 1111 W. Mock¬ 
ingbird Lane. Suite 1401, Dallas, Tex. 
75247. Applicant's represen to tive: Eliza¬ 
beth L. Henoch. 3333 New* Hyde Park 
Road. New Hyde Park. N.Y. 11040 Au¬ 
thority sought to operate as a contract 
carrier, by motor vehicle, over irregular 
routes, transporting: Credit cards and 
magnetic tape, between Garrison, Md., 
and Trenton, N.J., under a continuing 
contract with Malco Plastics. Inc., for 
180 days. Applicant ho* also filed an un¬ 
derlying ETA seeking up to 90 days of op¬ 
erating authority. Supporting shipper: 
Malco Plastics. Inc.. Plastics Park, Gar¬ 
rison, Md. 21055. Send protests to: Opal 
M. Jones, Transportation Assistant. In¬ 
terstate Commerce Commission. 1100 
Commerce 8t.. Room 13C12, Dallas. Tex. 
75242. 

No. MC 116947 (Sub-No. 52TA>. filed 
December 21. 1976. Applicant: SCOTT 
TRANSFER CO., INC., 920 Ashby St. 
8.W.. Atlanta. Ga, 30310. Applicant s rep¬ 
resentative: William Addams, Suite 212. 
5299 Roswell Road, N.E.. Atlanta. Oa. 
30342. Authority sought to operate as a 
contract carrier. by motor vehicle, over 
irregular routes, transporting: Fibre 
cans, and can ends, aluminum . steel or 
tin . from the plantsite of Container Cor¬ 
poration of America, In Fulton County. 
Ga , to points in Alabama, Florida. Illi¬ 
nois, Kentucky, Indiana, Louisiana, 
Maryland. Mississippi. Missouri. New 
Jersey, New York, North Carolina, Ohio. 
Pennsylvania, South Carolina, Tennessee 
and Virginia; and materials and supplies 
(except commodities in bulk) used in the 
manufacture and distribution of fibre 
cons and can ends, from the destina¬ 
tion states to the plantsite of Container 


Corporation of America in Fulton Coun¬ 
ty. Oa., under a continuing contract 
with Container Corporation of Amer¬ 
ica. for 180 days. Supporting shipper: 
Container Corporation of America, P.O. 
Box 957. Atlanta. Oa. 30301. Send pro¬ 
tests to: William L, Scroggs, District Su¬ 
pervisor. 1252 W. Peachtree St., N.W.. 
Room 546. Interstate Commerce Com¬ 
mission. Atlanta, Ga. 30309. 

No. MC 119789 (Sub-No. 320TA). filed 
December 22.1976. Applicant: CARAVAN 
REFRIGERATED CARGO, INC.. P.O. 
Box 6188, Dallas, Tex. 75222. Appli¬ 
cant's representative: James K. New- 
bold, Jr. (same address as applicant). 
Authority sought to operate as a com¬ 
mon earner, by motor vehicle, over Ir¬ 
regular routes, transporting: Meats, 
meat products and meat by-products and 
articles distributed by meat packing¬ 
houses. as described in Sections A and C 
of Appendix I to the report in Descrip¬ 
tions in Motor Carrier Certificates. 61 
MC.C. 209 and 766 (except hides and 
commodities in bulk), from El Paso, 
Tex., to points in Alabama. Connecticut. 
Delaware. Florida. Georgia, Illinois. In¬ 
diana. Iowa, Kentucky. Michigan. Mas¬ 
sachusetts, Rhode Island. Missouri. Ne¬ 
braska, New Jersey, South Carolina, 
Tennessee, Virginia and West Virginia, 
for 180 days. Supporting shipper: Pre¬ 
pared Foods. Inc., P.O. Box 26918. 6930 
Market St., El Paso. Tex. 79915. Send 
protests to: Opal M. Jones. Transporta¬ 
tion Assistant. Interstate Commerce 
Commission, 1100 Commerce St.. Room 
13C12. Dallas, Tex. 75242. 

No. MC 124078 (Sub-No. 7iOTA>. 
Wed December 21. 1976. Applicant: 

SCHWERMAN TRUCKING COMPANY. 
611 S. 28til St.. Milwaukee, Wis. 53246. 
Applicant's representative: Richard 
Prevette (some address as applicant). 
Authority sought to operate as a com¬ 
mon carrier, by motor vehicle, over ir¬ 
regular routes, transporting: Magnetite. 
In bulk, in tank vehicles, from Bristol. 
Tenn.. to points in Alabama (except 
Birmingham», for 180 days. Applicant 
has also filed an underlying ETA seek¬ 
ing up to 90 days of operating authority. 
Supporting shipper: Retss Viking Cor¬ 
poration. P.O. Box 688. Sheboygan. Wis. 
53081. Send protests to: Gall Daugherty. 
Transportation Assistant, Interstate 
Commerce Commission. Bureau of Op¬ 
erations, U.S. Federal Bldg., L Court¬ 
house. 517 E. Wisconsin Avc.. Room 619, 
Milwaukee. Wis. 53202. 

No. MC 126270 (Sub-No. 162TA), filed 
December 21. 1976. Applicant: FAST 
MOTOR SERVICE. INC . 9100 Plainfield 
Rood. Brookfield. Ill. 60513. Applicant's 
representative: Albert A. Andrln, 180 N. 
La Salle St. Chicago. III. 60601. Author¬ 
ity sought to operate as a contract car¬ 
rier. by motor vehicle, over irregular 
routes, transporting: Metal containers 
and metal container ends. from MUlix, 
Mass., to St Paul, Minn., under a con¬ 
tinuing contract with National Can Cor¬ 
poration. for 180 days. Applicant has also 
Wed an underlying ETA seeking up to 90 
days of operating authority. Supporting 
shipper: National Can Corporation, 


Floyd C. Stone, District Supervisor. 8101 
W. Higgins, Chicago. HI. 60631. Send pro¬ 
tests to: Patricia A. Roscoe, Transpor¬ 
tation Assistant, Interstate Commerce 
Commission. Everett McKinley Dirksen 
Bldg.. 219 8. Dearborn 8t.. Room 1386. 
Chicago. Ill 60604. 

No. MC 126270 (Sub-No. I53TA>, filed 
December 21, 1970. Applicant: FAST 
MOTOR 8ERVICE, INC., 9100 Plainfield 
Road. Brookfield, HI. 60513. Applicant's 
representative: James C. Hardman. 33 
N. La Salle St.. Chicago. Ill. 60002. Au¬ 
thority sought to operate as a contract 
carrier, by motor vehicle, over Irregular 
routes, transporting: Metal container? 
and containers closures, from Chicago. 
HI., to Jeanette, Pa., and Jonesboro, Ark., 
under a continuing contract with The 
Continental Group. Inc., for 180 days. 
Applicant has also Wed an underlying 
ETA seeking up to 00 dnyis of opera line 
authority. Supporting shipper: The Con¬ 
tinental Group. Inc., Jamee R. Jandor.i 
Analyst—Traffic 4* Distribution. 150 S. 
Wacker Drive. Chicago. IB. 60600. Send 
protests to: Patricia A. Roscoe. Trans¬ 
portation Assistant, Interstate Commerce 
Commission. Everett McKinley Dirfcscn 
Bldg.. 219 S. Dearborn 8U Room 1386 
Chicago. HI. 60604. 

No. MC 126276 (Sub-No 164TAL filed 
December 17, 1970. Applicant: FAST 
MOTOR SERVICE. TNC.. 9100 Plainfield 
Road, Brookfield. Ill. C0513. Applicant's 
representative: Albert A. Andrin. 180 N 
La Salle St., Chicago. Ill. 60601. Authority 
sought to operate as a contract carrier , 
by motor vehicle, over Irregular routes, 
transporting: Metal containers and 
metal container ends, from TOtowa and 
Plainfield, N.J.. to SharonviDe. Ohio 
under a continuing contract with Na¬ 
tional Can Corporation, for 180 days 
Applicant has also filed an underlying 
ETA seeking up to 90 davs of operating 
authority. Supporting Shipper: National 
Can Corporation. Floyd C. Stone, District 
Manager, 8101 W, Road. Chi¬ 

cago. Ill. 60631. Send protests to: Patricia 
A. Roecoe, Transportation Assistant. In¬ 
terstate Commerce Commission. Everett 
McKinley Dirksen Bldg . 219 8. Dear¬ 
born St.. Room 1386, Chicago. HI. 60604 

No. MC 12725 (Sub-No. 54TTA>. filed 
December 17. 1976. Applicant: R A 
CORBETT TRANSPORT. INC.. P.O. Box 
728, Waskom. Tex. 75692. Applicant's 
representative: Kenneth Sitton. FM 9 
South. Woskom, Tex. 75692. Authority 
sought ot operate as a common carrier. 
by motor vehicle, over irr^mlar routes, 
transporting: Contaminate tea ter. from 
Tinker Air Force Bose, Okla., to Grand 
Prairie, Tex., tor 180 davs. Applicant hes 
also filed an underlying ETA seeking 
up to 90 davs of operating authority. 
Supporting shipper: U.8. Department of 
Defense. Office of The Judge Advocate 
General. Department of the Army. 
Washington, D.C. 20310. Send protests 
to: Opal M. Jones, Transportation As¬ 
sistant. Interstate Commerce Commis¬ 
sion. 1100 Commerce 8t.. Room 13C12, 
Dallas. Tex. 75242. 

No. MC 133966 (Sub-No. 46TA>. filed 
December 21, 1970. Applicant: NORTH 
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EAST EXPRESS. INC.. P.O. Box 127, 
Mountain top. Pa. 18707. Applicant's rep- 
respentative: Edward O. Villalon. 1032 
Pennsylvania Bldg., Pennsylvania Ave., 
k 13th St. N.W., Washington. D.C. 20004. 
Authority sought to operate as a com¬ 
mon carrier , by motor vehicle, over Ir¬ 
regular routes, transporting: Cellular or 
expanded plastic sheet, from West Hazle¬ 
ton, Pa., to points in Ohio. Illinois, In¬ 
diana. Minnesota and Wisconsin, for 180 
days. Supporting shipper: Tenneco 
Chemicals. Foam and Plastics Division. 
West 100 Century Road. Paramus, N.J. 
07652. Send protests to: Paul J. Kcn- 
worthy. District Supervisor, Bureau of 
Operations. Interstate Commerce Com¬ 
mission. 314 US. Post Office Bldg., 
Scranton. Pa. 18503. 

No. MC 135425 (Sub-No. 22TA). filed 
December 21, 1976. Applicant: CYCLJSS 
LIMITED, P.O. Box 5715. Jackson, Miss. 
39208. Applicant's representative: Mor¬ 
ton E. Kiel. Suite 6193. 5 World Trade 
Center, New York. N.Y. 10048. Authority 
sought to operate as a contract carrier, 
by motor vehicle, over IrrejuDr routes, 
transporting: Such commodities os are 
dealt in by a manufacturer whose prod¬ 
ucts are sold in drug, variety and food 
.Ntores (except in bulk), from Andover. 
Mass., and St. Paul. Minn., to La Mirada, 
Calif., and Kent., Wash., under a con¬ 
tinuing contract with The Gillette Com¬ 
pany. for 180 days. Applicant has also 
filed on under Ling ETA seeking up to 90 
days of operating authority. Supporting 
shipper: The Gillette Company, 30 Burtt 
Road. Andover, Mass. 01810. Send pro¬ 
tests to: ADn C. Tarrant. District Su¬ 
pervisor, Interstate Commerce Commis¬ 
sion. Room 212. 145 E. Amite Bldg., 
Jackson. Miss. 39201. 

No. MC 140469 (Sub-No. 7TA). filed 
December 21, 1976. Applicant: FUNC¬ 
TIONAL MARKETING SYSTEM. INC., 
147-02 Liberty Ave., Jamaica. N.Y. 11435. 
Applicant's representative: Larch B. 
Mewhinney, 235 Mamnroncck Ave.. 
White Plains. N.Y. 10605 Authority 
sought to operate as a contract carrier. 
by motor vehicle, over irregular routes, 
transporting: Books . and educational 
materials, equipment and supplies, be¬ 
tween points In New Jersey and New 
York City, N.Y.. on the one hand, and. 
on Che other, points in Fairfield County. 
Conn.; New Castle County, Del.: Putnam 
County, N.Y.: Bucks. Chester, Delaware, 
Montgomery and Philadelphia Counties, 
Pa., under a continuing contract with 
Field Enterprises Educational Corpora¬ 
tion, for 180 days. Applicant has also filed 
an underlying ETA seeking up to 90 days 
of ojiorating authority. Supporting ship¬ 
per: Field Enterprises Educational Cor¬ 
poration, Merchandise Mart Plaza, Chi¬ 
cago, III. 60654. Send protests to: Marla 
B Kejsa. Transportation Assistant. In¬ 
terstate Commerce Commission. 26 Fed¬ 
eral Plaza. New York. N.Y. 10007. 

No. MC 140792 (Sub-No. 2TA>. filed 
December 20,1976. Applicant: STANLEY 


E. WHITEHEAD. 1017 Third Ave.. Mon¬ 
roe, Wis. 53566. Applicant's representa- 
tivc: Wayne W. Wilson, 329 W. Wilson 
St.. P.O. Box 8004. Madison. Wis. 53708. 
Authority sought to operate as a com¬ 
mon carrier, by motor vehicle, over irreg¬ 
ular routes, transporting: Feed and j/ccd 
ingredients (except In bulk, in tank ve¬ 
hicles) , from the facilities of Milk Spe¬ 
cialties Co., & Division of Cudahy Foods 
Co., at or near Browntown. Wis., u> Pe¬ 
oria, III., for 180 days. Supporting ship¬ 
per: Milk Specialties Co., a Division of 
Cudahy Foods Co.. P.O. Box 278, Dundee, 
HI. 60118. Send protests to: Richard K. 
Shullaw. District Supervisor. Interstate 
Commerce Commission. 139 W. Wilson 
St,. Room 202, Madison. Wis. 53703. 

No. MC 142025 (Sub-No. 3TA). filed 
December 23. 1976. Applicant: DON 
FOWLER, doing business as FOWLER S 
MOBILE HOME TRANSIT, Rt. 1. Box 48. 
Winchester, Va. 22601. Applicant's rep¬ 
resentative: Frank B, Hand, Jr.. P.O. Box 
187, Berryville, Va. 22611. Authority 
sought to operate as a common carrier , 
by motor vehicle, over irregular routes, 
transporting: Mobile homes, between 
points in Winchester, Va.. Commercial 
Zone (except Winchester. Va.). on the 
one hand, and, on the other, points in 
Prince Georges County. Md., and points 
in Berkeley, Grant. Hampshire, Hardy. 
Jefferson. Mineral, Morgan, Pendleton, 
Randolph and Tucker Counties. W. Va., 
for 180 days. Supporting shippers: There 
arc approximately 6 statements of sup¬ 
port attached to the application, which 
may be examined at the Interstate Com¬ 
merce Commission In Washington, D.C., 
or copies thereof which may be examined 
at the field office named below. Send pro¬ 
tests to: Interstate Commerce Commis¬ 
sion. 12th k Constitution Ave., N.W., 
Room 1413. W. C. Hcrsmon, District Su¬ 
pervisor. Washington. D C. 20423. 

No. MC 141247 (Sub-No. 6TA>, filed 
December 21. 1976 Applicant: PILGRIM 
TRUCKING COMPANY. P.O. Box 77. 
Cleveland. Ga. 30528. Applicant's repre¬ 
sentative: Jeffrey Kohlman. Suite 400, 
1447 Peachtree St., N.E., Atlanta. Ga. 
30309. Authority sought to operate as a 
contract carrier, by motor vehicle, over 
irregular routes, transporting: Lumber, 
from Cleveland. Ga., to points In Illinois, 
Indiana, Michigan, Ohio, Pennsylvania 
and West Virginia, under a continuing 
contract with Appalachian Industries, 
Inc., for 180 days. Supporting shipper: 
Appalachian Industries. Inc., Route 75. 
Cleveland, Ga. 30528. Send protests to: 
William L. Scroggs, District Supervisor, 
Interstate Commerce Commission. 1252 
W. Peachtree St.. N.W.. Room 546. At¬ 
lanta, Ga. 30309. 

No. MC 142231 (Sub-No. 2TA). filed 
December 21, 1976. Applicant: TRI-L 
CONTRACT CARRIER, INC.. 2400 
Tower Place, 3340 Peachtree Road, N.E., 
Atlanta. Ga. 30326. Applicant's repre¬ 
sentative: Richard M. Tettclbaum. Suite 
375. 3379 Peachtree Road. N.E.. Atlanta. 


Ga. 30326. Authority sought to operate as 
a contract carrier, by motor vehicle, over 
Irregular routes, transports : (1) Wire 
impregnated iron or steel pipe, And iron 
or steel articles; and <2> such commodi¬ 
ties ax are used by or are axeful in the 
manufacture, distribution or sale of wire 
impregnated iron or steel pipe and iron 
and steel articles (except commodities in 
bulk and commodities which because of 
size or weight require special equipment). 
between the plantsite and facilities uti¬ 
lized by the Oxylance Corporation In Ful¬ 
ton County. Ga.. on the one hand, and, 
on the other, points in the United States 
(except Alaska and Hawaii), under a 
continuing contract with Oxylance Cor¬ 
poration. for 180 days. Supporting shin- 
rer: Oxylance Corporation, 3340 Peach¬ 
tree Road. N.E., 2400 Tower Place, At¬ 
lanta, Ga. 30326. Send protests to: 
William L. Scroggs, District Supervisor, 
Interstate Commerce Commission. 1252 
W. Peachtree St., N.W., Room 546, At¬ 
lanta, Ga. 30309. 

Passenger Application 

No. MC 453 i8ub-No. 24TA), filed De¬ 
cember 22. 1976. Applicant: THE ORAY 
LINES, INC.. 1000 12th 8t. N.W.. Wash¬ 
ington. D.C. 20005. Applicant's repre¬ 
sentative: L. C. Majors. Jr.. Suite 400, 
Overlook Bldg.. 6121 Llncolnla Road. 
Alexandria, Va. 22312. Authority sought 
to operate as a common carrier, by mo¬ 
tor vehicle, over regular routes, trans¬ 
porting: Passengers and their baggage 
in special operations, during the offi¬ 
cial racing seasons, between Washing¬ 
ton. D.C., and Dover Downs Race Track, 
at or near Dover, Del.; from Washing¬ 
ton. DC., over U.S. Highway 50 to 
Junction U3. Highway 301, thence over 
US. Highway 301 to Junction Mary¬ 
land Hlghwny 300, thence over Mary¬ 
land Highway 300 to the Maryland- 
Delaworc State line, thence over Dela¬ 
ware Highway 300 to Junction Delaware 
Highway 44. thence over Delaware High¬ 
way 44 to Junction De)aw*arc Highway 
8, thence over Delaware Highway 8 to 
Junction U S. Highway 13. thence over 
U.8. Highway 13 to Dover Downs Race 
Track, and return over the same route, 
for 180 days. Applicant has also filed an 
underlying ETA seeking up to 90 days 
of operating authority. Supporting ship¬ 
pers: There are approximately 9 state¬ 
ments of support attached to the ap¬ 
plication, which may be examined at 
the Interstate Commerce Commission in 
Washington, D.C., or copies thereof 
which may be examined at the field 
office named below. Send protests to: 
W. C. Hereman. District Supervisor, In¬ 
terstate Commerce Commission. Room 
1413, 12th k Constitution Ave., N.W., 
Washington. D.C. 20423. 

By the Commission. 

Robert L. Oswald. 

Secretary . 

(PR Doc.77-631 Filed l-6-77;8:45 *ra) 
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DEPARTMENT OF LABOR 

Pension and Welfare Benefit Programs 
[ 29 CFR Part 2550 ] 

RULES AND REGULATIONS FOR 
FIDUCIARY RESPONSIBILITY 

Proposed Regulations Relating to the Ac¬ 
quisition and Holding of Employer Se¬ 
curities and Employer Real Property and 
the Requirement That Certain Employer 
Securities and Employer Real Property 
Be Divested No Later Than Decem¬ 
ber 31. 1979 

Notice la hereby given that the Depart¬ 
ment of Labor <the Department > ha* 
under consideration a proposal to adopt 
regulations. 29 CFR 2550.407a~l. 2550.- 
407a-2, 2550.407a-3 and 2550.407a-4 un¬ 
der sections 407(aMl>. 401(a)(2). 401 
(a)(3) and 407(a)(4) of the Employee 
Retirement Income Security Act of 1974 
(the Act) with respect to the acquisition 
and holding of employer securities and 
employer real property by certain em¬ 
ployee benefit plans, and the requirement 
that certain employer securities and em¬ 
ployer real property held by such plans 
be divested no later than December 31. 
1979. 

PUAMBLS 

Section 407*a) of the Act prohibits all 
employee benefit plans from acquiring 
or holding any employer security or em¬ 
ployer real property which is not a quali¬ 
fying employer security or qualifying 
employer real property. The terms “em¬ 
ployer security’* and “employer real 
property” are defined in sections 407(d) 

(1) and (2) of the Act. 1 The term 
“qualifying employer security” is de¬ 
fined in section 407<d> (6) of the Act and 
in proposed regulation 12550.407d~5 
(41 FR 31870. July 30. 1976). The term 
“qualifying employer real property’” is 
defined in section 407(d) (4 > of the Act. 

Section 407(a) also sets forth certain 
limitations with respect to the acquisi¬ 
tion and holding of qualifying employer 
securities and qualifying employer real 
property. Section 407(a)(3) of the Act 
provides that after December 31. 1984. 
a plan (other than an eligible Individual 
account plan within the meaning of sec¬ 
tion 407(d) (3) of the Act) may not hold 
any qualifying employer securities or 
qualifying employer real property (or 
both) to the extent that the aggregate 
fair market value of such securities and 
real property exceeds 10 percent of the 
fair market value of the plan’s assets, 
determined in accordance with the re¬ 
quirements of section 407(a)(3). Under 
section 407<c) of the Act. a plan which 
satisfies the requirements of section 
407(0 (3) may elect on alternative 
means of complying with the terms of 
section 407(a) <3) regarding the holding 
of employer securities. 8ee 29 CFR 


‘The term "employer security" is defined 
aa a security Uuiucd by an employer of em¬ 
ployees covered by the plan or by an sflUiste 
of such employer. "Employer reel property** 
Is defined ah reel property (And related per¬ 
sonal property) which Is leased to An em¬ 
ployer of employees covered by the plan, or 
to an affiliate of such employer. 
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2550.407c-3 <41 FR 43726. September 23. 
1975). 

Section 407(a) (4) <B) of the Act pro¬ 
vides that not later than December 31. 
1976. the Department shall prescribe 
regulations which shall have the effect of 
requiring that a plan subject to the re¬ 
quirements of section 407(a)(3) or 
407(c) divest 50 percent of Its holdings 
of employer securities and real property 
which the plan would be required to di¬ 
vest before January 1. 1985. 

Section 406(a) of the Act prohibits 
a fiduciary* from knowingly causing a 
plan to engage in a transaction which 
would be in violation of section 407 (aJ. 
Sections 414<c) (1) and (2> contain 
transitional rules which delay the effec¬ 
tive date of sections 406 and 407(a) for 
certain loan and lease transactions. The 
proposed regulations set forth below 
establish requirements with respect to 
the divestiture of employer securities 
and employer real property by Decem¬ 
ber 31. 1979, pursuant to section 407ia> 
<4 1 of the Act and Interpret certain re- 
lationsliips between section 407(aJ and 
sections 407<c) and 414<c> (1) and (3) 
of the Act. 

Although the proposed regulations 
prescribe certain rules for determining 
the fair market value of employer real 
property, employer securities and other 
plan assets for purposes of section 407 
(a) of the Act. the Department ordi¬ 
narily will not issue opinions os to 
whether the value ascribed to any parcel 
of employer real property, any employer 
security or any other plan asset con¬ 
stitutes fair market value. In this re¬ 
gard. reference Is made to section 5.02 
(p) of ERISA Procedure 76-1 (41 FR 
36281, August 27, 1978). the Depart¬ 
ment’s Advisory Opinion Procedure. 

The following points should be noted 
with respect to the proposed regulations: 

(1) Section 407(a) (4 MB) requires 
divestiture of 50 percent of the holdings 
of employer securities and employer real 
property which are required to be di¬ 
vested before January 1, 1985. “under 
paragraph (2) (of section 407(a)) or 
subsection (c) (whichever is appli¬ 
cable) However, section 407(a) (2) does 
not refer to “holding” of employer se¬ 
curities and employer real property, but 
refers to the acquisition of qualifying 
employer securities and qualifying em¬ 
ployer real property. The “holding" 
limitation of section 407<a) is contained 
in paragraph (3). The proposed regula¬ 
tions take the position that the statu¬ 
tory reference to “paragraph (2)" Is 
erroneous, and should have been to “par¬ 
agraph (3) ”. See the last sentence of 
I 2550.407a-4(a>. Not only Is this posi¬ 
tion consistent with the Joint Explana¬ 
tory Statement of the Managers of the 
Committee of Conference (H.R. Rep. 
No. 93-1280, 93d Cong., 2d Scss. (1974) 
318-320). but is also necessary to give 
meaning to the divestiture requirements 
of section 407(a)(4). 

(2) Section 407(b)(1) provides that 
the 10 percent limitation and related 
rules contained in section 407(a) with 
respect to the acquisition, holding and 
divestiture of qualifying employer secu¬ 


rities and qualifying employer real prop¬ 
erty do not apply to the acquisition or 
holding of qualifying employer securities 
or qualifying employer real property by 
an eligible individual account plan. Sec¬ 
tion 407(d) «3> defines an eligible Indi¬ 
vidual account plan as an individual ac¬ 
count plan which is a profit sharing 
stock bonus, thrift or savings plan, an 
employee stock ownership plan, or a 
money purchase plan which was in exist¬ 
ence on the date of the enactment of the 
Act and which on such date invested pri¬ 
marily In qualifying employer securities 
In addition, section 407(d)(3) provide* 
that a plan shall be treated os on eli¬ 
gible individual account plan with re¬ 
spect to the acquisition or holding ol 
qualifying employer reel property* or 
qualifying employer securities only if 
such plan explicitly provides for the 
acquisition and holding of qualifying em¬ 
ployer securities or qualifying employer 
real p roperty. Because eligible indi¬ 
vidual account plans are not subject to 
the limitations of section 407(a) (2) and 
«3>. such plans are not subject to the 
divestiture requirements of section 407 
(a)(4> of the Act. 

(3) Section 407 does not distinguish 
between single employer plans and mul¬ 
tiple employer plans regarding its acqui¬ 
sition. holding and divestiture rules and. 
consequently, the proposed regulations 
contain no such distinction. However, 
the Department recognizes that the 10 
percent limitation, applied to qualifying 
employer securities of all contributing 
employers in the aggregate, may impose 
a restraint on investment that is not 
administratively feasible or Is otherwise 
inappropriate for certain multiple em¬ 
ployer plans. Accordingly, the Depart¬ 
ment specifically solicits comments re¬ 
garding the particular problems multiple 
employer plans have encountered or will 
encounter in complying with the 10 per¬ 
cent limitation in section 407(a) and the 
manner in which the Department should 
deal with those problems. 

The regulations set forth below arc 
proposed pursuant to the authority con¬ 
tained in section 407(a)(4)(B) of the 
Act (pub. L. 93—406. 88 Stat, 880 ‘29 
U.S.C. 1107)), and section 505 of the Act 
(Pub. L. 93-406. 88 Stat. 894 (29 U S C 
1133)). 

All interested persons are invited to 
submit written data, views or arguments 
concerning the proposed regulations set 
forth herein. Three copies of such writ¬ 
ten data, views or argument* should be 
submitted on or before February 22. 1977 
to Pension and Welfare Benefit Pro¬ 
grams, Office of Regulatory Standards 
and Exceptions, Room C4526. U.8. De¬ 
partment of Labor. 200 Constitution 
Avenue, NW.. Washington, D.C. 20210. 
Attention: Proposed IS 2550.407a-1 et al. 

All written submissions will be open 
to public inspection at the Public Docu¬ 
ments Room. Pension and Welfare Bene¬ 
fit Programs, Department of Labor, 
Room N—4877, 200 Constitution Avenue. 
N.W.. Washington, D.C. 20210. 

Proposed regulations . Accordingly, it 
is proposed to amend Part 2550 of Chap¬ 
ter XXV of Title 29 of the Code of Fed- 
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eral Regulations by inserting St 2550.407 
a-1. 2550.407a~2. 2550.407a-3 and 2550- 
407a-4 as set forth below. 

Pas. 1. Section 2550.401a-l is inserted 
in the appropriate place to read as set 
forth below: 

§ 2550.407a—I (>mrrnl rulr for the ar* 
qui*ition and holding of employer 
NTurilie* and tmployrr rral properly. 

<a> In general. Section 407<a>(l* of 
the Employee Retirement Income Se¬ 
curity Act of 1974 * the Act) states that 
except as otherwise provided in section 
407 and section 414 of the Act. a plan 
may not acquire or hold any employer 
security which Is not a qualifying em¬ 
ployer security or any employer real 
property which is not qualifying em¬ 
ployer real property. 8ection 406<aMl) 
<E* prohibits a fiduciary from knowingly 
causing a plan to engage in a transac¬ 
tion which constitutes a direct or in¬ 
direct acquisition, on behalf of a plan, 
of any employer security or employer 
real property in violation of section 407 
fa), and section 406(a)(2) prohibits a 
fiduciary who has authority or discretion 
to control or manage assets of a plan to 
i>ermit the plan to hold any employer 
security or employer real property if he 
knows or should know that holding such 
security or real property violates section 
407(a). 

(b) Requirements applicable to all 
plans. A plan may hold or acquire only 
employer securities which are qualifying 
employer securities and employer real 
property which is qualifying employer 
real property. A plan may not hold em¬ 
ployer securities and employer real prop¬ 
erty which are not qualifying employer 
securities and qualifying employer real 
property, except to the extent that: 

(1) The employer security is held by 
s plan which has made an election under 
section 407(c) (3) of the Act: or 

'2) The employer security is a loan or 
other extension of credit which satisfies 
the requirements of section 414(c)(1) of 
the Act or the employer real property 
h leased to the employer pursuant to a 
lease which satisfies the requirements of 
section 407(c) (3) of the Act; or 

Par. 2. Section 2550 407a-2 is inserted 
in the appropriate place to read as set 
forth below: 

§ 2 ).>0. 107o-2. I .imitation with respect 
to the acquisition *>f qualifying em¬ 
ployer securities and qualifying em¬ 
ployer real property. 

•a) In general. Section 407<a)<2» of 
the Employee Retirement Income Secu¬ 
rity Act of 1974 (the Act) provides that 
a plan may not acquire any qualifying 
employer security or qualifying employer 
real property, if immediately after such 
acquisition the aggregate fair market 
value of qualifying employer securities 
and qualifying employer real property 
held by the plan exceeds 10 percent of 
the fair market value of the assets of the 
plan. 

Acquisition. For purposes of sec¬ 
tion 407(a) of the Act, an acquisition by 
a Plan of qualifying employer securities 
or qualifying employer real property shall 
include, but not be limited to. an acqui¬ 


sition by purchase, by the exchange of 
plan assets, by the exercise of warrants 
or rights, by the conversion of a security 
(except any acquisition pursuant to a 
conversion exempt under section 408(b) 
(7) of the Act), by default of a loan 
where the qualifying employer security 
or qualifying employer real property was 
security for the loan, or by the contri¬ 
bution of such securities or real property 
to the plan. However, an acquisition of a 
security shall not be deemed to have oc¬ 
curred If a plan acquires the security as 
a result of a stock dividend or stock split. 

(c) Fair market value—Indebtedness 
incurred in connection with the acqui¬ 
sition of a plan asset. In determining 
whether a plan is in compliance with the 
limitation on the acquisition of qualify¬ 
ing employer securities and qualifying 
employer real property In section 407(a) 
(2), the limitation on the holding of 
qualifying employer securities and quali¬ 
fying employer real property in section 
407(a)(3) and 5 2550.407a-3 thereunder, 
and the requirement regarding the dis¬ 
position of employer securities and em¬ 
ployer real property in section 407(a)(4) 
and 4 2550 407a-4 thereunder, the fair 
market value of total plan assets shall 
be the fair market value of such assets 
less the unpaid amount of: 

(1> Any Indebtedness incurred by the 
plan In acquiring such assets: 

(2) Any indebtedness incurred before 
the acquisition of such assets if such in¬ 
debtedness would not have been incurred 
but for such acquisition: and 

(3) Any indebtedness incurred after 
the acquisition of such assets if such in¬ 
debtedness would not have been incurred 
but for such acquisition and the incur¬ 
rence of such indebtedness was reason¬ 
ably foreseeable at the time of such 
acquisition. However, the fair market 
value of qualifying employer securities 
and qualifying employer real property 
ably foreseeable at the time of such 
assets without any reduction for the un¬ 
paid amount of any indebtedness in¬ 
curred by the plan in connection with 
the acquisition of such employer secu¬ 
rities and employer real property. 

(d) Examples . (1) Plan assets have a 
fair market value of $100,000. The plan 
has no liabilities other than liabilities for 
vested benefits of participants and does 
not own any employer securities or em¬ 
ployer real property. The plan proposes 
to acquire qualifying employer securities 
with a fair market value of $10,000 by 
paying $1,000 in cash and borrowing 
$9,000. The fair market value of plan 
assets would be $100,000 ($100,000 of 
plan assets less $1,000 cash payment plus 
$10,000 of employer securities less $9,000 
indebtedness), the fair market value of 
the qualifying employer securities would 
be $10,000. which is 10 percent of the fair 
market value of plan assets. Accordingly, 
the acquisition would not contravene 
section 407(a). 

(2) Plan assets have a fair market 
value of $100,000. The plan has liabili¬ 
ties of $20,000 which were incurred in 
connection with the acquisition of those 
assets, and does not owm any employer 
securities or employer real property. The 


plan proposes to pay cash for qualifying 
employer securities with a fair market 
value of $10,000. The fair market value 
of plan assets would be $80,000 ($100,000 
of plan assets less $10,000 cash payment 
plus $10,000 of employer securities less 
$20,000 indebtedness), the fair market 
value of the qualifying employer securi¬ 
ties would be $10,000. which is 12.5 per¬ 
cent of the fair market value of plan as¬ 
sets. Accordingly, the acquisition would 
contravene section 407<a>. 

Pas. 3. Section 2550.407a-3 is inserted 
in the appropriate place to read as set 
forth below: 

§ 2.'>.>(). 40«a—3 I Imitation with r report 
to tin* holding of qualifying employer 
Mcuriti^ and qualifying employer 
real property, 

‘a 'In general. (1) Section 407(a)(3) 
of the Employee Retirement Income Se¬ 
curity Act of 1974 (the Act) provides 
that a plan (other than an eligible in¬ 
dividual account plan) may not hold, 
after December 31, 1984. any qualifying 
employer securities or qualifying em¬ 
ployer real property (or both) to the 
extent that the aggregate fair market 
value of such securities and property, 
determined on December 31, 1984. ex¬ 
ceeds 10 percent of the greater of: 

(i) The fair market value of the as¬ 
sets of the plan, determined on Decem¬ 
ber 31. 1984. or 

(iii The fair market value of the as¬ 
sets of the plain determined on January 
1, 1975. 

(2* Section 407(a)(3)(B) makes sec¬ 
tion 407(a) (3> (A) inapplicable to a plan 
which on any date after December 31. 
1974, and before January 1, 1985, did 
not hold qualifying employer securities 
or qualifying employer real property (or 
both) the aggregate fair market value 
of which determined on such date ex¬ 
ceeded 10 percent of the greater 
of: 

The fair market value of the assets 
of the plan, determined on such date, or 
(li» The fair market value of the as¬ 
sets determined on January 1, 1975. 

(b) Ten percent limitation. (1) The 
requirement of section 407(a) (3) that a 
plan hold no more than 10 percent of 
the fair market value of its assets in 
qualifying employer securities or qualify¬ 
ing employer real property (or both) can 
be met at any time between December 
31, 1974. and January 1. 1985. In accord¬ 
ance with section 407(a)(3)(B) of the 
Act, if at any time between December 31, 
1974 and January 1.1985, the fair market 
value of qualifying employer securities 
and qualifying employer real property 
docs not exceed 10 percent of the fair 
market value of total plan assets, the 
plan will be in compliance with the hold¬ 
ing requirements of section 407(a)(3). 
notwithstanding any subsequent increase 
in such percentage above 10 percent 
which occurs as the result of changes in 
the fair market value of either the 
qualifying employer securities or quali¬ 
fying employer real property, or the 
other assets of the plan. Moreover, if 
such percentage falls below 10 percent, 
the plan may acquire additional qualify¬ 
ing employer securities or qualifying 
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employer real property not to exceed the 
limitation on such acquisitions contained 
in section 407<a> (2). 

(2) Example. On January 1. 1975 a 
plan holds qualifying employer securi¬ 
ties and qualifying employer real prop¬ 
erty with a fair market value of $200,000 
and has total assets with a fair market 
value of $1,000,000. The plan would have 
to direst qualifying employer securities 
or qualifying employer real property 
with a value of $100,000 to comply with 
section 407*a) <31. If. however, there is a 
subs tan Lai rise in the market value of the 
plan’s other assets In 1970 and the first 
quarter of 1977 so that the fatr market 
value of total plan assets on March 31. 
1977. is $2,000,000, but the aggregate fair 
market value of the qualifying employer 
securities and qualifying employer real 
property is still $200,000, the 10 percent 
holding requirement of section 407<a) <3> 
would have been met on March 31, 1977. 
Henceforth, the plan would not be subject 
to the holding limitations of section 407 
<a) <3>. but only the limitations regard¬ 
ing the acquisition of qualifying em¬ 
ployer securities and qualifying employer 
real property set forth In section 407(a) 
(2> of the Act. If the plan does not ac¬ 
quire any additional employer securities 
or employer real property, and if in 1978, 
the fair market value of other plan as¬ 
sets decreases to $1,500,000 while the fair 
market value of qualifying employer se¬ 
curities and qualifying employer real 
property held by the plan remains at 
$200,000. or even increases to $300,000. 
the plan wrlll not contravene the holding 
requirement of section 407(a) <31, inas¬ 
much as the plan was In compliance with 
that requirement on March 31, 1977. If. 
on February 1. 1980, the fair market 
value of total plan assets is $2,500,000 and 
the fair market value of qualifying em¬ 
ployer securities and qualifying employer 
real property is $200,000, the plan may 
acquire additional qualifying employer 
securities and qualifying employer real 
property in the amount of $50,000. 

<c) Fair market r alue—Indebtedness 
incurred in connection with the acquisi¬ 
tion of a plan asset. 

In determining whether a plan is In 
compliance with the limitation on the 
holding of qualifying employer securi¬ 
ties and qualifying employer real prop¬ 
erty In section 407<a> <3>. the fair market 
value of total plan assets, qualifying em¬ 
ployer securities and qualifying employer 
real property for purposes of section 407 
(a><3>. and this section shall be deter¬ 
mined in accordance with the provisions 
of 5 2550.407a-2(cl. 

Par. 4 Section 2550.4Q7a-4 is inserted 
in the appropriate place to read as set 
forth below: 

§ 2.V70.407*— I Divr-iUurc of fiuplnvf 

♦rrurilim and rr»l pniprrh by (if* 

rt-mhrr 31. 1«#79. 

»a> In ocncral. Section 407<a><4><A) 
of the Employee Retirement Income Se¬ 
curity Act of 1974 (the Act) provides that 
a plan may not hold, after December 31. 
1979. any employer securities or employer 
real property in excess of the amount 
specified in regulation* promulgated by 


the Secretary of Labor under section 407 
(a)(4)(B) of the Act. That section di¬ 
rects the Secretary to prescribe regula¬ 
tions not later than December 31, 1976. 
which shah have the effect of requiring 
a plan to divest 50 percent of the holdings 
of employer securities and employer real 
property which the plan would be re¬ 
quired to divest before January I, 1985. 
under sections 407(a) (3> or 407(c) of the 
Act. 

(b) Fair market r alue—Indebtedness 
incurred in connection with the acquisi¬ 
tion of a plan asset. 

In determining whether a plan Is in 
Compliance with the requirement re¬ 
garding the disposition of employer se¬ 
curities and employer real property set 
forth In section 407(a)(4), the fair 
market value of total plan assets, em¬ 
ployer securities and employer real prop¬ 
erty for purposes of section 407(a)(4) 
and this section shall be determined in 
accordance with the provisions of 
f 2550.407o-2<c>. 

(c> Fifty percent divestiture .—(1) Di¬ 
vestiture which would be required under 
section 407(a) <J). 

0) A plan which would be required 
to divest qualifying employer securities 
or qualifying employer real property be¬ 
fore January 1. 1985. pursuant to section 
407(a)(3), and which has not met the 
requirements of that section by Decem¬ 
ber 31, 1979, will be in compliance with 
the requirements of section 407(a)(4) of 
the Act and this section if the plan di¬ 
vests by December 31. 1979. qualifying 
employer securities and qualifying em¬ 
ployer real property which have, on any 
date between December 31. 1974. and 
January 1, 1980 (hereafter referred to 
as the "valuation date”), a fAir market 
value equal to 50 percent of the amount 
by which such qualifying employer secu¬ 
rities and qualifying employer real prop¬ 
erty exceed 10 percent of the fair market 
value of plan assets as of the valuation 
date. For purposes of this section, the 
fair market value of pbm assets on the 
valuation date, shall be deemed to be ah 
amount equal to: 

(A) The fair market value of the as¬ 
sets of the plan on the valuation date, or 

<B) An actuarial estimate of the fair 
market value of the assets of the plan 
on any date between December 31. 1979 
and January I, 1985. The actuarial esti¬ 
mate under paragraph <c.»(i) (B> must 
be mode in good faith and its basis must 
be set forth in writing, 

«il> The fair market value of qualify¬ 
ing employer securities and qualifying 
employer real property which must be 
diverted pursuant to paragraph (c) <i) 
shall be reduced by an amount equal to 
the fair market value of any qualifying 
employer security which is a loan or 
other extension of credit that satisfies 
the requirements of section 414<c> (1) of 
the Act or any qualifying employer real 
property leased to the employer pursuant 
to a lease that satisfies the requirements 
of section 4l4«c><2> of the Act. 

‘hi) Exatnpies. 

<A> On January 1. 1975, the assets of 
a phui have a fair market value of $800.- 
000. On December 31. 1977. phm assets 


have a fair market value of $900,000 and 
the actuarial estimate of the fair market 
value of plan assets as of December 31. 
1984, is $1,000,000. The plan has chosen 
December 31.1977. ns the valuation date 
and has decided that for purposes of 
section 407(a) (4) and t 2550 407a-4 the 
fair market value of plan assets on the 
valuation date shall be the actuarial esti¬ 
mate of the fair market value of plan 
assets as of December 31, 1984. which 
is $1,000,000. 

The qualifying employer securities and 
qualifying employer real property held 
by the plan on December 31. 1977 have a 
fair market value of $200,000. A qualify¬ 
ing employer security, which has a fair 
market value of $25,000, la a loan by the 
plan which meets the conditions of sec¬ 
tion 414(c)(1) of the Act. The fair mar¬ 
ket value of qualifying employer secu¬ 
rities and qualifying employer real prop¬ 
erty held by the plan exceed by $100,000 
10 percent of the greater of the fail 
market value of plan assets on Janu¬ 
ary 1,1975 or the valuation date. In order 
to comply with section 407(a)(4) of the 
Act and this section, the plan ordinarily 
would have to divest, by December 31. 
1979, $50,000 of qualifying employe 
securities or qualifying employer real 
property, which would be 50 percent ol 
the amount which exceeds 10 percent of 
plan assets. However, because qualifying 
employer securities which have a fair 
market value of $25,000 are held by the 
plan pursuant to the transitional rules ol 
section 414(c)(1) of the Act, the plan 
will have to divest by December 31.1979 
only $25,000 of qualifying employer secu¬ 
rities and qualifying employer real prop¬ 
erty because it may subtract the fair 
market value of any qualifying employe 
securities or qualifying employer real 
property held by the plan which satisfies 
the requirements of the transitional rule* 
of section 414(c) «I> or (2) of the Act 
from any amounts which it la required 
to divest. 

< B> Some facta us example * A >, except 
that the plan has $100,000 in indebted 
news outstanding, which w as incurred in 
connection with the acquisition of a plan 
asset (other, than qualifying employer 
securities or qualifying employer real 
property). For purposes ol determlnir.. 
the percentage of plan assets represented 
by the investment in qualifying employer 
securities and qualifying employer real 
property, the fair market value of plan 
assets on the valuation date is $900,000 
<$1 000.000 less $100,000 in Indebted 
ness). The fair market value of qualify¬ 
ing employer securities and qualify an: 
employer real property (Le. $ 200 , 000 ’ 
held by the plan exceeds: 10 percent tie. 
$90,000) of the fair market value of plan 
assets by $110,000. In order to comply 
with section 407(a)(4) of the Act and 
this section, the plan would be required 
to divest $30 000 of qualifying employer 
securities or qualifying employer real 
property by December 31, 1979. which 
would be 50 percent of $110,000, less the 
fair market value of qualify mg employer 
securities or qualifying employer real 
property held pursuant to section 414 
(c> (D or (2» of the Act 
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<2> Divestiture which would be re - 
Quired under section 407(c). 

U» Notwithstanding the prohibition of 
section 407(a) (1) (A) of the Act regard¬ 
ing the holding of employer securities, 
and subject to the limitations of section 
407(C) (1) of the Act, section 407(c) per¬ 
mits a plan which has made a valid elec¬ 
tion under section 407(c) <3) to hold an 
employer security which is neither a 
qualifying employer security nor a loan 
or other extension of credit covered by 
the transitional provisions of section 414 
(c> (1 j of the Act. An election under sec¬ 
tion 407(c) must have been made before 
January 1. 1970, and in accordance with 
} 2550.407c-3 (41 FR 43726, September 
23, 1975). A plan which has made n valid 
election under section 407(c) (3) will be 
in compliance with the requirements of 
.section 407(a) (4) of the Ac t and this sec¬ 
tion if. be December 31,1979, the plan di¬ 
vests employer securities which have on 
any date between December 31, 1974 and 
January 1, 1980 (hereafter referred to as 
the “valuation date”, a fair market value 
determined as of December 31.1974 equal 
to 50 percent of the amount in excess of 
i 0 percent of the lesser of: 

(A) The fair market value of the as¬ 
sets of the plan determined on the valu¬ 
ation date (disregarding any portion of 
the fair market value of employer securi¬ 
ties which is attributable to appreciation 
of such securities after December 31, 
1974; but not less than the fair market 
value of plan assets on January 1. 1975, 
or 

<B) An amount equal to the sum of 
<i) The total amount of the contribu¬ 
tions to the plan received after December 
31, 1974 and prior to the valuation date, 
plus (2 ) The fair market value of the as¬ 
sets of the plan, determined as of Janu¬ 
ary 1,1975. 

For purposes of this paragraph «c>(2) (l) 
»B> (2), the fair market value of plan as¬ 
sets on the valuation date shall be 
deemed to be an amount equal to (1) 
The fair market value of the assets of the 
plan on the valuation date, or <2) An 
actuarial estimate of the fair market 
value of the assets of the plan on any 
date between December 31.1979 and Jan¬ 
uary 1,1985. The actuarial estimate must 


be made in good faith and Its basis must 
be set forth in writing. 

til > The fair market value of employer 
securities which must be divested pursu¬ 
ant to this section shall be reduced by on 
amount equal to the fair market value 
of any employer security which is a loan 
or other extension of credit that satisfies 
the requirements of section 414(c) (1) of 
the Act. 

(iii) Examples. <A> A plan has made 
a valid election under section 407(c) of 
the Act and has been in compliance with 
the requirements of section 407(c)(3). 
On January 1, 1975. total plan assets 
have a fair market value of $105,000 
and employer securities have a fair mar¬ 
ket value of $15,000. On June 30. 1975, 
the fair market value of plan assets Is 
$105,000. and the actuarial estimate of 
the fair market value of plan assets os 
of December 31. 1984 is $145,000. The 
plAn has chosen June 30. 1975 as the 
valuation date and has decided that for 
purposes of section 407(a)(4) and 
4 2550.407 h- 4 the fair market value of 
Plan assets on the valuation date shall 
be the actuarial estimate of the fair 
market value of assets as of December 31, 
1984, which Ls $145,000. No contributions 
have been made to the plan for Decem¬ 
ber 31, 1974 to June 30, 1975, and the 
employer securities held by the plan on 
June 30. 1975. are the same employer 
.securities held on January 1. 1975. Five 
thousand dollars of employer securities 
held by the plan is a loan which meets 
the conditions of section 414(c)(1) of 
the Act. One thousand dollars of em¬ 
ployer securities is neither qualifying 
employer securities nor a loan or other 
extension of credit covered by the pro¬ 
visions of section 414(c) (1). Ten percent 
of the fair market value of plan assets 
on the valuation date is $14,500; and 
10 percent of the sum of the amount of 
contributions received after Decem¬ 
ber 31, 1974. and prior to July 1, 1975 
(nothing, because no contributions were 
received) plus the fair market value of 
plan assets on January 1, 1975 ($105,000) 
is $10,500. Ordinarily, as of December 31, 
1979. the plan would have to divest em¬ 
ployer securities in excess of 50 percent 
of the fair market value of the lesser of 
these amounts. The fair market value 
of employer securities held by the plan 


exceeds the lesser of these amounts by 
$4 r 500 and 50 percent of $4,500 is $2,250. 
However, because $5,000 of employer 
securities is a loan covered by the provi¬ 
sions of section 414(c)(1), the amount 
of employer securities which would have 
to be divested is reduced by $5,000. Ac¬ 
cordingly, the plan is not required to 
divest any employer securities by Decem¬ 
ber 31. 1979. 

<B> A plan has made a valid election 
under section 407(c) and lias been in 
compliance with the requirements of 
section 407(c)(3). On January 1, 1975. 
total plan assets have a fair market 
value of $100,000 and employer securities 
have a fail- market value of $30,000. On 
April 30. 1977, the fair market value of 
total plan assets is $110,000, none of 
which is attributable to appreciation of 
employer securities after December 31. 
1974. The actuarial estimate of the fair 
market value of plan assets as of Decem¬ 
ber 31, 1984 Is $160,000. Contributions 
to the plan from December 31. 1974, 
through April 30, 1977, total $12,000. The 
plan has chosen April 30. 1977 as the 
valuation date, and lias decided that the 
fair market value of plan assets on the 
valuation date shall be the actuarial esti¬ 
mate of the fair market value of plan 
assets os of December 31. 1984. which 
Is $160,000. The employer securities held 
on April 30. 1977, are the same employer 
securities held on January 1, 1975. Ten 
percent of the fair market value of plan 
assets on the valuation date is $16,000: 
and 10 percent of the sum of the amount 
of contributions received after Decem¬ 
ber 31, 1974 and prior to May 1. 1977, 
plus the fair market value of plan assets 
on January 1. 1975, Is $11,200. The fair 
market value of employer securities held 
by the plan exceeds the lesser of these 
two amounts by $18,800. In order to com¬ 
ply with section 407(a)(4) of the Act 
and this section, the plan would be re¬ 
quired to divest, by December 31. 1979, 
$9,400 of employer securities. 

Signed at Washington. D.C., this 30th 
day of December. 1976. 

William J. Chadwick. 

Administrator of Pension and 

Welfare Benefit Programs . 
IFR Doc 76-38493 Piled 12-30-76.12:35 pm) 
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RULES AND REGULATIONS 


Title 21 — Food and Drugs 

CHAPTER I—FOOD AND DRUG ADMINIS¬ 
TRATION. DEPARTMENT OF HEALTH. 
EDUCATION. AND WELFARE 
SUBCHAPTER t>—DRUGS FOR HUMAN USE 

| Docket No. 75N O05O| 

PART 314 — NEW DRUG APPLICATIONS 

PART 320 — BIOAVAILABILITY AND 
BIOEQUIVALENCE REQUIREMENTS 

Procedures for Establishing a 

Bioequivalence Requirement 

The Food and Drug Administration 
• FDA» is issuing final regulation* defin¬ 
ing certain terms relating to bioequiva- 
l*?nce and selling forth procedures for 
establishing a bioequivalence require¬ 
ment. These regulations arc effective on 
February 7.1977. 

In the Federal Register of June 20. 
1975 ( 40 FR 26164 >. the Commissioner of 
Food and Drugs proposed procedures for 
establishing a bioequivalence require¬ 
ment when there Is evidence that drug 
products containing the same active drug 
ingredient or therapeutic moiety and in¬ 
tended to be used interchangeably for 
the same therapeutic effect are not or 
might not be bioequivalent drug products. 
The Commissioner also proposed to de¬ 
fine certain terms relating to bioequiva¬ 
lence and to amend the regulations to 
specify that failure to submit required 
bioavailability or biocquivalence data ia 
reason for refusal to approve, or reason 
to withdraw' approval of. a new drug ap¬ 
plication i NDA>. Interested persons w ere 
invited to submit comments regarding 
the proposed regulations on or before 
August 4. 1975. In response to requests, 
the Commissioner extended the comment 
period to September 19. 1975, notice of 
which w 'as published in the Federal tticc- 
tSTKR Of August 15, 1975 <40 FR 34407'. 

The Commissioner received 68 written 
comments regarding the proposed regula¬ 
tions. The comments were from individ¬ 
uals. trade and professional associations, 
pharmaceutical manufacturers, and 
Federal and Stale agencies. All of the 
comments may be seen In the office of 
the Hearing Clerk. Food and Drug Ad¬ 
ministration. Rm. 4-65. 5600 Fishers 
Lone. Rockville. MD 20857. between the 
hours of 9 a.m. and 4 p.m.. Monday 
through Friday 

After reviewing the comments and the 
proposed regulations, the Commissioner 
concludes that the proposed regulations 
should be reorganized. He believes that 
the procedures for establishing a bio- 
equivalence requirement proposed in 
* 320.3 are too complex to be contained 
in only one section of the Code of Fed¬ 
eral Regulations. Therefore, in the final 
regulations lie Is rearranging and re¬ 
designating proposed * 320.3 as I* 320.50 
through 320.62 and placing them In new’ 
Subpart C—Bioequivalence Require¬ 
ments. This action will assure that Uie 
nrocedurcs for establishing a bioequi va¬ 
lence requirement are easier to find, 
read, and understand. 

To aid the reader, the following table 
is provided to show the relationship of 
the final regulations to those proposed 
in } 320.3. 


Proposed section 

Pinal section 

320.31 At --- 

320.51(A) 

320.3(b) 1 1 ) -l®)- 

320 53 

320 3(b)(7) .. 

320.51(A) (3) 

320.3(C) - -- 

320.61(A) -(b) 

320 3(0 (1) -(5) - 

320.54 

320 3(d) . .. . 

320 61(A) 

320.3(e) . 

320.65 

320 3(f) ... 

320 57 

320.3(g) . . 

320.56(A) 

320 3(111 . 

320 58(b) 

320 3(1) . - 

320,58(0 

3203(J) .. 

320 58(d) 

320.3 (k) . - 

320 58(0 

320.3(1) .— -- 

320 56 

3202)1 m).. 

320 59 

320.3(H) - 

320 61(d) 

320.3(0) - 

320.00 

320 3<p) .. 

32061 

320.3 (q k . 

320.62 


The substantive comments received 
and the Commissioners conclusions 
based on his evaluation of these com¬ 
ments are discussed below. 

General 

1. Tlurty-nlnc comments from con¬ 
sumers. labor unions, and an association 
of retired persons expressed the opinion 
that the proposed regulations, if made 
final, would require physicians to pre¬ 
scribe drugs by generic name rather 
than by trade name and thus reduce the 
cost of prescription drugs. Thirty-ciglit 
of these comments supported a require¬ 
ment that rhvsicians prescribe by ge¬ 
neric name: one comment opposed such 
a requirement. 

The Commissioner advises that these 
bioequivalence regulations arc not in¬ 
tended to. and do not. require a physi¬ 
cian to prescribe any drug product by 
its generic name. The intent of the bio- 
equivalence regulations is to assure that 
all drug products that are intended to be 
used interchangeably and that have a 
known or potential biocquivalence prob¬ 
lem are Identified and adequately manu¬ 
factured and tested to assure that they 
are bioequivalent. The FDA. In approv¬ 
ing a drug product for marketing, as¬ 
sures that the drug product la safe and 
effective for its labeled indications for 
use and meets all applicable standards 
of identity, strength, quality, and pu¬ 
rity. The purpose of the bioequivalence 
regulations is to assure that, where nec¬ 
essary. these standards Include a bio¬ 
equivalence requirement. 

2. One comment stated tliat the pro¬ 
posed regulations should not be Imple¬ 
mented since they are unnecessary' and 
would be destructive to the present 
method by wlilch drugs are discovered, 
prescribed by doctors, and used by pa¬ 
tients. The comment added that bio¬ 
equivalence is an inadequately defined 
concept that may be used to establish 
a reckless system of equivalence where¬ 
by unequal drug products become equal 
and thereby interfere with the physi¬ 
cians freedom to utilize his trained 
Judgment in the cliolcc of drugs. 

The Commissioner docs not ogree that 
bioequivalence is an inadequately de¬ 
fined concept whereby unequal drug 
products become equal, or that the pro¬ 
posed regulations will interfere with the 
physician's right or ability to choose ap¬ 
propriate drug therapy. The Commis¬ 


sioner recognizes Hint much of the vari¬ 
ability in patient response to drug ther¬ 
apy classically has been attributed to 
patient variability rather than to drug 
product variability. Advances in phar¬ 
maceutical technology have mode bio¬ 
equivalence a most precise and repro¬ 
ducible method of determining drug 
product variability. These bioequi valence 
techniques are not inadequately defined 
or reckless concepts. They ore sc lentil - 
irally valid methods of comparing dif¬ 
ferent drug products as well as different 
batches of the same drug product. The 
Commissioner believes that the action • 
he Is taking to assure bioequivalence of 
marketed drug products will enhance the 
physician’s ability to choose appropriate 
drug therapy, because the physician will 
be assured that the product he selects 
will perforin with greater consistency. 
The Commissioner also believes that in¬ 
formation regarding drug product ab¬ 
sorption, metabolism, and excretion can 
be constructive In revising the directions 
for use in the labeling and thereby pro¬ 
vide for better patient care. 

3. One comment stated that the pro¬ 
posed regulations exceed statutory au¬ 
thority. contravene the intent of Con¬ 
gress. and should not be finalized. The 
comment stated that there is no statu¬ 
tory basis for requiring biocquivalence 
evidence, that such evidence of relative 
comparability goes beyond the intent of 
Congress to assure that drugs are safe 
and effective, and that the legislative 
history expressly ruled out » require¬ 
ment for a showing of relative effec¬ 
tiveness of a drug. 

Tlie bioequivalence regulations are net 
on attempt to equate evidence of bio- 
equivalence w r ith evidence of relative 
therapeutic effectiveness. All drug prod¬ 
ucts are required under the Federal 
Food. Drug, and Cosmetic Act to meet 
appropriate standards to assure that 
they have their purported identity 
strength, quality, and purity. Tradition¬ 
ally. these standards have used physical 
and chemical tests to character!ze a dru« 
product. With the development of the 
science of biopharmaceutics and phar¬ 
macokinetics. however, it is now possible 
to characterize a drug product more ful¬ 
ly by determining its biological avail¬ 
ability. Therefore, standards for certain 
drug products should be amended to in¬ 
clude bioequivalence requirements. The 
Commissioner believes that the bio- 
equlvalence regulations arc consistent 
with the intent of Congress to assure 
ilmt drug products that contain the 
same active drug Ingredient or thera¬ 
peutic moiety and are Intended to be 
used interchangeable meet the same 
standards. 

4. One comment stated that the use 
of notice and comment rulemaking to 
establish a biocquivalence requirement 
for particular therapeutic moieties is 
procedurally Improper. The comment 
alleged tliat such requirements may he 
Imposed on new drugs only through ad¬ 
judicatory procedures, and the proposed 
regulations should be amended to pro¬ 
vide for the imposition of a bioequlva- 
lence requirement only after opportunity 
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for a hearing on the Issuance of a declar¬ 
atory order under the new drug provi¬ 
sion* of the Federal Food. Drug, and 
Cosmetic Act. 

The Commissioner docs not agree with 
tills comment. He believes that adjudi¬ 
catory hearings ore not appropriate for 
agency decisionmaking regarding the es¬ 
tablishment of a bioequivalence require¬ 
ment. The establishment of a blocqulva- 
ience requirement will ordknarily involve 
complex scientific and medical issues of 
general applicability that can be resolved 
more appropriately in the notice and 
comment rulemaking procedures. The 
legality of the rulemaking approach to 
drug regulation has been upheld by the 
Supreme Court ( "Weinberger v. Hynson, 
Wescott & Dunning'", 412 U.S. 609 
(1973)). The Commissioner may. how¬ 
ever, in his discretion, also subject any 
proposed bioequi valence requirement for 
a particular drug to an informal public 
hearing or a formal evidentiary public 
hearing, where such a procedure would 
contribute to resolution of the tomes 

5 One comment objected to the as¬ 
sertion in the preamble that section 70*1 
of the act <21 U 8.C. 374) authorizes the 
agency to require manufacturers to sub¬ 
mit records nnd reports and Information 
regarding bioequi valence. The comment 
trgued that section 704. by its plain 
terms, precludes any such construction 
and the proposed regulations predicated 
thereon should be withdrawn. 

Section 704 of the act provides that 
r-stablfohmcnts that process prescription 
drug products are subject to FDA in- 
*!>ecdon, including review of certain rec¬ 
ords to determine compliance with the 
act and regulations. As noted in the pre¬ 
amble to the proposal, section 704(a) of 
the act distinguishes between physical 
entry of an establishment for inspection 
of the premises, and Inspection of rec¬ 
ords that are maintained by an estab¬ 
lishment. Physical entry is not required 
to inspect records, which are readily re¬ 
movable from the establishment. In the 
< orn miss loner’s opinion, the law pres¬ 
ently permitn the adoption of a require¬ 
ment for submission of these records di¬ 
rectly to FDA. rather than requiring 
agency representatives to visit each fa¬ 
cility to obtain such records. The Com¬ 
missioner believes that submission of 
records directly to FDA presents no un¬ 
due hardship for an establishment and 
ia an effective, practical, and efficient 
procedure for obtaining certain infor¬ 
mation consistent with FDA's Inspection 
authority. In addition, this approach 
may ease the burden of compliance by 
permitting a firm to assemble and sub¬ 
mit the information to FDA in a rea- 
onable period of time, rather than re¬ 
sponding immediately a hen an FDA 
investigator arrives at the door of the 
establishment. 

6. Two comments stated that, in their 
view, it is manifest that the Commis¬ 
sioner intends to establish a bioequi va¬ 
lence requirement in lieu of the need to 
flic an NDA under section 505(b) or the 
ftet (21 U3.C. 355(b)). The comment 
stated that such a policy is unlawful and 
m contravention of the dictates of sec- 


don >05 of the act and the intent of 
Congress in requiring premarket ap¬ 
proval of new drugs. 

The Commissioner advises that es¬ 
tablishment of a bioequi valence require¬ 
ment does not relieve any manufacturer 
of the need to file a new drug applica¬ 
tion. If a bioequi valence requirement is 
established for a drug product that is a 
"new drug'* as defined in section 201 (p) 
of the act (21 UJS.C. 321(p>), each 
manufacturer will be required to submit 
a full or abbreviated NDA or supple¬ 
mental application containing. evidence 
that the drug product complies with the 
bloequlvalence requirement Evidence of 
bioequivalence win be In addition to evi¬ 
dence that the drug product is safe nnd 
effective for its intended use. 

7. One comment expressed concern 
with the assumption that drug products 
that are biocquivalcnt are therefore 
equally safe. The comment explained 
that It is clear that two formulations of 
the same therapeutic moiety that dem¬ 
onstrate in vitro bioequivaience may 
liavc dramatically differing results when 
used In man. The comment added that 
even proven evidence of bioequivaience 
under proposed i 320.3 Ls no guarantee of 
safety. 

Evidence of bioequivaience Is only one 
lest of equivalent safety and effective¬ 
ness among different drug products con¬ 
taining the same active drug ingredient 
or therapeutic moiety. Other factors that 
may affect the safety and effectiveness 
of different drug products containing the 
same active drug ingredient or thera¬ 
peutic moiety include similarity of or dif¬ 
ferences between inactive ingredients; 
compliance of the manufacturing process 
with current good manufacturing prac¬ 
tice: conformity with compendial or 
other standards of identity, strength, 
quality, nnd purity; and adequacy of 
drug product labeling. These factors ore 
regulated through mechanisms other 
than the bioequivaience requirements. 
The Commissioner believes that If two 
or more drug products not presenting 
a bioequivaience problem contain iden¬ 
tical amounts of the same active drug 
Ingredient or therapeutic moiety in the 
same dosage form, are both manufac¬ 
tured in compliance with current good 
manufacturing practice, both contain In¬ 
active ingredients generally recognized 
us safe and suitable for the drug product 
formulation, both meet compendial or 
other standards of identity, strength, 
quality, and purity and are both ade¬ 
quately labeled, it is reasonable to as¬ 
sume that these products will be of 
equivalent safety and effectiveness. 
Moreover, if one of these products has 
been shown in adequate and well-con¬ 
trolled clinical trials to be safe and ef¬ 
fective for Its intended uses, there is no 
Justification for requiring clinical trials 
to establish the safety and effectiveness 
of the second product hi the absence of 
reasonable grounds for believing that the 
two products will not be of equivalent 
safety and effectiveness. It is neither 
feasible, nor In the interest of the public 
health, nor a productive use of scarce 
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resources to require costly duplication of 
these tests. 

8. One comment, noting that the pre¬ 
amble to the proposed regulation states 
that efforts should be made to develop 
in vitro tests that will be valid predictors 
of bioequivaience, stated thAt this opin¬ 
ion should be expanded to include a defi¬ 
nition of in vitro tests that are corre¬ 
lated with in vivo data. 

Aji stated in the preamble to the pro¬ 
posal, the Commissioner believes that the 
solution to a bioequivaience problem is 
to develop on In vitro bioequivaience 
standard that has been correlated with 
in vivo data. If. however, an in vitro bio- 
equivalence standard does not exist, he 
believes that a solution to a btoequiva- 
lence problem is, where practicable, in 
vitro testing using a method specified by 
FDA that has not been correlated with 
in vivo data. This requirement would be 
imposed only until an In vitro bioequiva- 
Icnce standard that has been correlated 
with in vivo data is available. The rele¬ 
vant in vitro test will be defined in the 
individual bioequivaience requirement 
when the latter is Issued. 

9. One comment stated that the pro¬ 
posed bioequivaience requirements would 
force many of the smaller firms to cease 
selling generic products because of the 
cost involved in meeting these require¬ 
ments. The comment added that bio- 
equlvalencc requirements should be lim¬ 
ited to the few cascs where slight 
difference* in the drug products consti¬ 
tute a substantial hazard to the public 
health. 

The Commissioner is of the opinion 
that cost considerations cannot be the 
prime factor In determining whether to 
establish a bioequivaience requirement 
for certain drug products. A bloequlva- 
lencc requirement would only be imposed, 
however. w r hcn bioin equivalence may 
have therapeutic significance. He be¬ 
lieves. moreover, that bioequivaience can 
be determined for many drug products 
using less costly in vitro methodology. 
The Commissioner anticipate* that in. 
vivo testing will generally be limited to 
those drug products for which (a) there 
is well-documented evidence of thera¬ 
peutic failure or bloincquJvalence in drug 
products used for treatment of a serious 
disease, (b) careful dosage titration and 
patient monitoring Is essential for safe 
and effective uso, and (c) an in vitro blo- 
cqulvalence standard, l.e., one that has 
been correlated with in vivo data, Is un¬ 
available. 

10. One comment Inquired as to how 
FDA will do in vivo and/or in vitro tent¬ 
ing to assure bioequivaience. Tlie com¬ 
ment stated that perhaps the agency 
could make use of university scientists 
who have no vested Interest in the prod¬ 
ucts in question to test these products 
for bioequivaience. 

The Commissioner advises that the 
primary responsibility for performing in 
vivo and in vitro bioequivaience testing 
of a drug product rest* with its manu¬ 
facturer. The FDA will continue to do 
studies to Improve existing methodology 
and specifications relating to bioequiva¬ 
ience and to test sample* of marketed 
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drug pioduct* to assure the bloequi va¬ 
lence of these products. Tills testing will 
be done both In-house and through 
urunts and contracts to competent uni¬ 
versity scientists and other appropriate 
i nvest 1 gators. 

11 Several comment* objected to 
what they consider to be the inherent as¬ 
sumption in the proposal that no pre¬ 
scription drug products except those 
listed in the preamble have a bioequiv- 
alcnce i>roblcm. Tlic comment stated that 
FDA has faded to produce any vulld 
scientific evidence to back up this as¬ 
sumption of equivalence 

The Commissioner advice* that the 
proposed regulations were not based on 
the inherent* assumption that only the 
prescription drug products listed In the 
preamble have a bloequivalence problem 
The proposed regulation! under I 320 3 
< b) listed factors that the Commissioner 
would consider in determining whether 
there Is a blocquivalence problem that 
requires the efitabU-hmeot of a blocquiv- 
alencc requirement. Using these criteria, 
the Commissioner m^de a tentative flnd- 
tng that tiie drug products listed In the 
preamble had a known or potential bio- 
equivalence problem. 'Hie punwse of the 
list was to generate public understanding 
of how FDA intends to apply the factors 
set forth in proposed i 330.3lb* to iden¬ 
tify drug products for which a bioequiv¬ 
alence requirement should be estab¬ 
lished. Although an attempt w *8 nndc to 
identify each drug product with a known 
or potential bioequivalence problem, the 
Commissioner recognizes that the list 
may omit some drug products with a 
know'll or potential bio equivalence prob¬ 
lem. Likewise, the Commissioner em¬ 
phasizes that a drug product's inclusion 
on the list doe* not necessarily imply 
that FDA has poaiUvc evidence of bloin- 
equlvalencc among the various brands of 
the drug product. 

12 One comment aucaUoaed the 
statement in the preamble to pnoiioscd 
5 320.3 that the Commissioner believes 
that relatively few of the marketed drug 
products meeting current in vitro stand¬ 
ards and current good manufacturing 
practices will be found to have medically 
significant bloequivalcnce problems. The 
comment noted that the lengthy list of 
drug products in the preamble suggests 
more than a few i>ot<mUaJ bloequivalcnce 
problem*. 

In paragraph 11. the Commissioner 
emphasizes that a drug product’s inclu¬ 
sion on the list docs not necessarily imply 
that FDA has positive evidence of blo- 
inquivalcncc among the various brand* 
of the drug product. In compiling the 
list, FDA took a conservative approach. 
Therefore, a drug product was included 
on the list if. in FDA's opinion, there 
was any suspicion that the drug product 
had a known or potential bloequivalcnce 
problem or was a member of a class of 
drug products for which there was sus¬ 
picion that at least one member of the 
class had a known or potential bioequlv- 
alence problem The Commissioner is 
of the opinion that, as evidence of Wo¬ 
rn equivalence Is closely examined, few of 
the drug products listed win be deter¬ 
mined to have well-documented, medi¬ 


cally significant bloequivalcnce j i ubK .. 1 
A “medically significant bloequival* n«v 
problem’' is one that would result in 
therapeutic failure or a hazard to a 
patient if different brands of the same 
drug product or different batches of the 
same brand arc not bloequlvalcnt. The 
Commissioner believes that a determina¬ 
tion of biooquivalencc Is most critical in 
a drug product that lias a narrow thera¬ 
peutic-toxicity dosage range and requires 
careful patient titration and monitoring 
for safe and effective use. 

13. Two comments objected to the ILt 
of drug products included In the pre¬ 
amble and identified os having known or 
potential bloequivalcnce proMoni. The 
comment added Uiut the list is arbitrary, 
and. contrary to a statement irnilc In 
the preamble, docs not provide adequate 
information to manufacturers to as¬ 
semble data and conduct bloequivalcnce 
studies in anticipation of a bioequiv- 
alcnce requirement. Several comments 
suggested that the list be Amended to 
include additional drug products 

In responding to the comment in para¬ 
graph 11 of this preiimhle. the Commls- 
\ioner ackir wledges that the list of drug 
product.*, may omit some drug products 
with a known or potential bloequivalcnce 
problem. The Commissioner docs not 
agree that the U*t is arbitrary. The drug 
products listed were selected by the Com¬ 
missioner using the factors proposed in 
I 320.3*b>. The j urpo.se of the list was 
to alert persons marketing a drug prod¬ 
uct on the list that, on the basis of an 
In-house review of data available to FDA. 
the Commissioner i* concerned that the 
product Inns a’ bloequivalcnce problem 
and he will likely propose to establish a 
bloequivalcnce requirement for the drug 
product At the time the Commissioner 
propose a bloequivalcnce requirement, 
he will dor ument the data to support the 
requirement These persons, therefore, 
con rc]v on tills advance information if 
they wish to conduct bioequivalence 
studio* in anUcKation of the establish¬ 
ment of the requirement by rule making 
The majority of the drug products list¬ 
ed in the preamble and identified as hav¬ 
ing a known or potential bio equivalence 
problem were drug products evaluated 
as effective for at least one indication in 
the Drug Kfflcacy Study. Tlie Commis¬ 
sioner advises that FDA will continue to 
require the submission of bioavailabllity 
data in a full or abbreviated NDA for any 
of these products and for identical, re¬ 
lated. or rdmilaV drug products. This pol¬ 
icy Is being codified in I 320.22<c> <21 
CFR 320.22(c) 1 of the bioavailabllity 
regulations under Subpart B—Proce¬ 
dures for Determining the Bloavailabil- 
ity of Drug Products published elsewhere 
in this issue of the Fedexal Recistex. The 
FDA intends to propose in the near fu¬ 
ture under the procedures set forth in 
Subpart C of Part 320 the establishment 
of a bloequivalcnce requirement for all 
of these drug products, which upon ex¬ 
amination. are determined to have well- 
documented. medically significant blo¬ 
equivalcnce problems. If a bloequivalcnce 
requirement is finally established for a 
drug product after completion of these 


i..c. d j res. the applicant will be required 
ta submit data in the full or abbreviated 
NDA to demonstrate that the product 
moets the bloequivalcnce requirement. 

The Commissioner also advises that 
I DA'S current policy is that, until a bio- 
e lulvnience requirement is established 
for a drug product, manufacturers sub¬ 
mitting a full or abbreviated NDA for a 
drug product already Identified by FDA 
as having a known or potential bioequiv- 
uicnec problem will be required to meet 
the same requirements as previous man¬ 
ufacturers. Tlius if previous manufac¬ 
turers have been required to conduct in 
vivo studies, new manuf icturci* will be 
required to conduct In vivo studies even 
though there is evidence that a btocquU- 
rdcncc requirement could be established 
on the basts of on in vitro test. Tills as¬ 
sures that opportunity for public com¬ 
ment will be provided before on in vitro 
tn*t is r.ubstltuted for an existing in vivo 
test to demonstrate bloequivalcnce. and 
that competing Arms are treated fairly 
and equally by the agency. The Commis¬ 
sioner advises that, pursuant to the agen¬ 
cy’s policy of minimizing human studies. 
FDA will give priority to the establish¬ 
ment of bloequivalcnce requirements to 
those products for which an In vitro test 
is available. 

Definitions 

14. One comment objected to the defi¬ 
nition of “drug product*' proposed to 
I 320.1 <b*. The comment stated the def¬ 
inition should connote on item that is 
capible of being introduced into Inter¬ 
state commerce and should embrace the 
active drug ingredient, the labeling, and 
the final package in which the product 
in distributed, and not merely the prod¬ 
uct's dosage form. The comment recom¬ 
mended that “drug product” be defined 
as "a dosage form defined by the USP 
monograph in a suitable prote.:tiv? con¬ 
tainer with labeling that includes dtirc- 
Uons for use and storage.” 

The Commissioner docs not agree that 
the term “drug product” should be de¬ 
fined, for the purposes of the bioavail 
ability ami bloequivalcnce regulation*, to 
include the container und labeling. The 
purpose of defining the term “drug prod¬ 
uct” is to differentiate that term from 
the term “drug”, l.e- the active druu 
ingredient. The Commissioner does not 
believe that the suggested change odds 
clarity to the definition. On the contrary, 
he believes that Inclusion of the con¬ 
tainer and labeling in the definition of 
drug product might mislead persons into 
believing that a bloequivaVcnc* require¬ 
ment would have to specify the type of 
container and labeling. The purpose of 
the bloequivalcnce regulations Is to as¬ 
sure that pharmaceutical equivalents or 
pharmaceutical alternatives have equiv¬ 
alent bioavailabllity. The container and 
labeling have no bearing on this purpose. 
While a container may affect the sta- 
bftit v of a dm** r ****• ♦ ** p^ Urt rhre 
strength or purity has deteriorated over 
lime la no longer a rhnnna^eu* leal cq Iv- 
alent or a pharmaceutical alternative. 

15. One comment concerning the defi¬ 
nition of the term “pharmaceutical al- 
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iemaUved" proposed In { 320.1(d) stated 
that tills Implies that two different salts 
may have the same effect, but whereas 
the rate of deposit in situ may be differ¬ 
ent, this difference is not an effect of 
bioavailability. 

While the comment Is not dear, the 
Commissioner reiterates that certain 
pharmaceutical alternatives, as defined 
in proposed {320.1(d). should be bio- 
equivalent because their therapeutic 
effect is based on the same therapeutic 
moiety and they are labeled to be used 
interchangeably, c.g., theophylline and 
aminophyllinc (theophylline othylencdl- 
omin©). On the other hand, other phar¬ 
maceutical alternatives, eg., erythro¬ 
mycin cstolate and erythromycin stea¬ 
rate, are not labeled to be used 
interchangeably and need not be blo- 
equivalent. The Commissioner will 
propo*© to establish a bioequi valence re¬ 
quirement for pharmaceutical alterna¬ 
tives only if the labeling indicates that 
they arc intended to be used inter- 
dumgeably. If pharmaceutical alterna¬ 
tives are not intended to be used inter¬ 
changeably. the labeling should note 
differences in pharmacokinetic proper¬ 
ties affecting metabolism and tissue dis¬ 
tribution. toxicity .-and adverse reactions. 

10. Two comments recommended that 
the definition of the term “bioequivalcnt 
drug products** proposed in { 320.1(c) be 
modified to read: M 'Bioequivalcnt drug 
products’ means pharmaceutical equiv¬ 
alents or pharmaceutical alternatives 
that have comparable location param¬ 
eters. eg., means, medians, etc., with 
respect to rate and extent of absorption 
to th© reference material, provided that 
the bioavailability test shall be suffici¬ 
ently sensitive to discriminate between 
specified differences in formulations. A 
drug product may be equivalent to the 
reference material in the extent of ab¬ 
sorption, but not in its rate of absorption 
and yet may be considered to be bio¬ 
equivalcnt because such differences in 
rate of absorption inay be intentional or 
are not essential to the attainment of 
effective body drug concentration on 
chronic usage.** Another comment rec¬ 
ommended that confidence intervals 
should be used to Interpret bloequiva- 
lcncc data. The comment stated that the 
use of confidence intervals would remove 
the decision on bioequlvoicnce from the 
statistician* who should not moke thera¬ 
peutic decisions, to its rightful place with 
the investigating clinician. For example, 
in a comparative bioavailability trial of 
ft new formulation <B> against a stand¬ 
ard formulation (A) of a drug, analysis 
may indicate that the total urinary ex¬ 
cretion of (B) U (with 95 percent con¬ 
fidence) 01.8 to 108.2 percent of the uri¬ 
nary excretion of (A). The investigator 
can then decide whether this 8.2-percent 
variation Is. or is not. sufficiently small 
to consider the two preparations thera¬ 
peutically equivalent. 

The Commissioner believes that a dc- 
‘ rmination that two or more pharma¬ 
ceutical equivalents or pharmaceutical 
alternatives are bioequivalent drug prod- 
ucts should consider not only the statls- 
u ™ *tentflcance of numerical values. 


e«g., means, medians, etc., but also intcr- 
and Intra-subject variability, product re¬ 
producibility and variability, and the 
medical significance of differences in bio- 
avoPabllity. For certain drug products, 
greater variance In bioavailability can be 
tolerated because of the intended thera¬ 
peutic use or because the products do not 
require carcfifl patient titration In addi¬ 
tion, variation in bioavailability must be 
allowed because the reference material 
used os a standard for bioequivalence 
testing will. In most cases, be from a 
batch of the product produced by the 
original NDA holder and this reference 
material. In itself, is not an absolute bio¬ 
equivalence standard. 

As suggested in Die first comments, 
the Commissioner has revised the second 
sentence in the definition of “bioequlv- 
alent drug products’* to include a state¬ 
ment that some pharmaceutical equiva¬ 
lents or pharmaceutical alternatives may 
be equivalent in the extent of their ab¬ 
sorption but not in their rate of absorp¬ 
tion and yet may be considered bioequi v- 
olent because such differences in the rate 
of absorption are intentional and are re¬ 
flected in the labeling, are not essential 
to the attainment of effective body drug 
concentrations on chronic usage, or ore 
medically insignificant for the particular 
drug product studied. The Commissioner 
believes that this statement serves to 
clarify when differences In bioavailability 
may be tolerated. 

The Commissioner, in response to the 
second comment regarding the use of 
confidence intervals, has revised the def¬ 
inition of bioequivalcnt drug products in 
{320.1(e) by deleting the word “statis¬ 
tically * r because this word incorrectly im¬ 
plies that the statistical significance of 
numerical values is the sole basis upon 
which bioequivalence is determined. 

Acceptability or In Vitro Data as 
Evidence or Biqkqutvalenck 

17. Two comments stated that In vivo 
bioequivalence testing should be re¬ 
quired, where methodology permits, for 
all prescription drug products subject to 
the new drug provisions of the act that 
have not been studied in clinical trials. 
Another comment questioned the pre¬ 
amble statement that, for many drug 
products, in vivo bioavailability testing 
would involve human risk and would be a 
waste of human resources with little 
benefit to the public health. This com¬ 
ment said that a statement should also 
be made that not testing all drug prod¬ 
ucts could conceivably result In greater 
harm and risk if ineffectively com¬ 
pounded drug products arc allowed on 
the market. 

The Commissioner is of the opinion 
that, ordinarily, in vivo binequivalence 
testing in humans should be limited to 
tho«c drug products determined to have 
a medically significant bioequlvoicnce 
problem. Ho believes that It is neither 
feasible nor in the interest of public 
health to require in vivo testing in hu¬ 
mans for nil drug products. To conduct 
in vivo studies to assure the bioequiva- 
lencc;of all marketed drug products, an 
enormous number of human subjects and 


clinical investigators would be needed. 
In addition, the administration of drugs 
to research subjects is never without 
some risk cr discomfort to the subject. 
Therefore, in vivo bioequi valence studies 
are justifiable only where the benefits 
of the studies outweigh the risks. 
Furthermore, the Commissioner believes 
that, for many drug products, the use of 
a currently available in vitro test com¬ 
paring the product to u reference mate¬ 
rial of known bioavailability is adequate 
to assure the bioequi valence of different 
brands of the same drug products as well 
as batch-to-batch uniformity. 

18. Several comments objected to pro¬ 
posed { 329.1(f) 41) ti) allowing for tho 
use of on in vitro test, usually a dissolu¬ 
tion rate test not correlated with In vivo 
data, as a method for establishing bio¬ 
equi valence. These comments stated that 
a bioequivalence requirement can only 
be met by an In vivo standard or by .spe¬ 
cifically showing that the in vitro stand¬ 
ard correlates with in vivo data. Unless 
an in vitro test presents a valid predic¬ 
tive standard for the in vivo bioavall- 
ablllty of a drug product, it should not 
be used as a standard of bioequivalence. 
One comment urged that only in vivo 
testing be used to determine the blo- 
equlvolcnce of drug products unless and 
until carefully evaluated and validated 
in vitro methods, unequivocally capable 
of correlating with bloannlytlcal find¬ 
ings. ore available and published for re¬ 
view by competent scientists. 

The Commissioner reiterates his opin¬ 
ion that it is neither feasible nor in the 
public Interest to require in vivo studies 
in humans for the majority of drug prod¬ 
ucts identified as having a bfooqtilvalence 
problem. He believes that, ordinarily, In 
vivo bioequi valence studies should be 
limited to those drug products for which 
there is well-documented evidence of 
therapeutic failure or bioinequivalence 
in different brands of a drug product that 
exhibits a narrow therapeutic/toxicity 
ratio or has an effective concentration 
In the blood that Is In close proximity 
to the toxic concentration In the blood, 
and safe and effective use of the drug 
product requires careful dosage titration 
and patient monitoring. 

The Commissioner believes fcluit a bio¬ 
equivalence requirement for the majority 
of drug products should be on in vitro 
test tn which the drug product is com¬ 
pared to a reference material Prefer¬ 
ably. the In vitro test should be an tn 
vitro biocquivalence standard. I e., an in 
vitro test that has been correlated with 
human In vivo dftta. If an In vitro blo- 
equivalencc standard docs not exist, how¬ 
ever. tho Commissioner believes that a 
solution to a bioequivalonce problem is 
to require an FDA-specified in vitro tent 
not correlated with human In vivo data. 
Based on current technology, the Com¬ 
missioner anticipates that, in mont In¬ 
stances. the in vitro test will be a absolu¬ 
tion test. Section 320.53 of the final reg¬ 
ulations provides for such an in vitro test. 
The Commissioner advises that a drug 
product will not be approved for market¬ 
ing solely on the basis of dissolution rates, 

A dissolution test, however, may consti¬ 
tute a proper element in reaching the 
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decision to approve an NDA or supple¬ 
mental application for a drug product 
with ft bioequivalence problem 

19 One comment stated that, although 
dissolution rates should bo standard 
analytical procedures, they should not be 
lined os a means of approving a drug 
product for marketing, 

The FDA’s experience shows that poor 
b) oi\vail ibllity is associated with poor 
dissolution. Where the FDA has per¬ 
formed both blood level studies and dis¬ 
solution studies on the same lots of dif¬ 
ferent brands of a drug product, test re¬ 
sults show that, if there is a significant 
difference in blood levels, there Is also a 
significant difference In dissolution rates. 
The FDA. however. Is unaware of any 
instance where noncoutroUed release 
drug products wtth high dissolution rate* 
were shown not to be btoavailable when 
tested in vivo. 

In most instances, the reference ma¬ 
terial used in a binequivalence study will 
be a drug product that Is the subject of 
an approved NDA. The Commissioner is 
concerned that tlie validity of a dissolu¬ 
tion rate test will be questioned if the 
reference material has a low dissolution 
rate or falls to achieve IU full dissolution 
potential. In proposing a btoequlvalcnce 
requirement involving an In vitro test not 
correlated with human In vivo data, the 
Commissioner will invite comment* re¬ 
garding the adequacy of the test to dem¬ 
onstrate product comparability The FDA 
is studying the dissolution rates of a 
number of multiple source drugs to ob¬ 
tain basic data to support a bioequtva- 
lence requirement involving a dissolu¬ 
tion test for these products. 

20. One comment profiow* deleting 
both the in vitro iliMsoluUon testing as 
an indication of in vivo bioavailability 
and. In most instances. In vivo studies in 
humans and replacing both with in vivo 
animal studies. 

The Commissioner agrees that to vivo 
animal studies may be suitable for dem¬ 
onstrating bloequlvalence. To date, how¬ 
ever. the FDA has seen little outside data 
correlating In vivo animal data on the 
different brands of a drug product or on 
different batches of the same brand The 
FDA is now conducting those studios on 
some drug products and expects to con¬ 
duct studies on additional drug prod¬ 
ucts In the future. Information from 
these studies will provide first hand in¬ 
formation as to the extent that animal 
studies may be able to substitute for 
human studies where to vivo testing is 
required. Therefore, until that time, the 
Commissioner believes that animal stud¬ 
ies should be limited to those instance* 
where an in vitro test is not suitable or 
in vivo testing to humans is Unpractical 
or not feasible. Section 3120.53 of the final 
regulations provides for to vivo animal 
studies in a binequivalence requirement. 

21. The Commissioner also concludes 
that it Is inappropriate to Include In the 
definition of the term "bKHKiuivalence re¬ 
quirement." the types or bloequlvalence 
requlremcntii that may be established 
Therefore, to the final regulations he has 
limited | 320.Kf> to a definition of the 
term 4 bioequi valence requirement” He 


lias deleted the information to proposed 
$ 320.1(f)(1) and (2) regarding the types 
of bloequlvalence requirement*, and has 
Included this information to new § 32053. 

Procedures for Establishing or Aw end¬ 
ing a Bioequivalewce Requirement 

22. One comment proposed deletion of 
the phrase "or may not be" from pro¬ 
posed 8 320.3(a) (now 5 32051(a)(2)), 
The comment explained that it is a con¬ 
tradiction in terms to impose blocqutva- 
lencc requirements on products when the 
Commissioner does not know them to be 
ordinarily lacking In bloequlvalence Fur¬ 
thermore. if a lack of bioequivalence 
cannot be established by available sci¬ 
entific techniques, it is doubtful at best 
that ft meaningful bioequivalence re¬ 
quirement could be established. The com¬ 
ment added that. If a bloequlvalence re¬ 
quirement is not in fact necessary to as¬ 
sure that a drug is safe and effective for 
use under the conditions prescribed, rec¬ 
ommended. or suggested in it* labeling, 
then it cannot bo required under the 
statute. 

The Commissioner agree* in part with 
tht* comment: however, he does not 
a*?ree that the phrase "or may not be" 
should be deleted. He advises that a bk>- 
equividenrc requirement will not be es¬ 
tablished for u particular drug product 
unless there Is well-documented evidence 
that different brands of the same drug 
product present a high potential for not 
being bioequi valent or are not bloequlv- 
alcnt. The Commissioner recognizes, 
however, that there may be instances 
w here there is well -documented evidence 
of a bioequivalence problem with several 
drug products In a class of drug prod¬ 
ucts. ejr. the thiazides, but this evidence 
does not include data for all of the drug 
products in the class. The Commissioner 
is of the opinion that, on the basis of this 
evidence, protection of the irnbUc health 
requires that he establish a bloequlva- 
lencc requirement for all or the drug 
products to the class, and not only for 
the particular drug products in the class 
for which there is well-documented evi¬ 
dence of a bioequivalence problem. Pro¬ 
posed 8 3205(b) (7) stated that one of the 
factors to be considered in determining 
whether n bloequlvalence requirement 
should be established is evidence that 
pharmaceutical alternatives or pharma¬ 
ceutical equivalents are members of a 
class of drug products that have close 
structural similarity and physicochemi¬ 
cal or pharmacokinetic properties and 
evidence that other drug products in this 
same class are not bioequivalent drug 
products: tills has now been merged with 
proposed 8 320.3(a) in new 5 320.51 (*). 
The Commissioner advises that the In¬ 
tent of the phrase "or may not be" in 
proposed I 3205(a) Is to reflect the factor 
in proposed i 3205(b). 8ectlou 320.51(a) 
of the final regulations states that a bio¬ 
equivalence requirement may be estab¬ 
lished if the Commissioner determines 
that drug products may not be bioequiva¬ 
lent drug products based on the criteria 
set forth In I 32052 or because they are 
members of a class of drug products and 
have close structural similarity and sitnl * 


lar physicochemical or pharmacokinetic 
properties to other drug products In the 
some class that the Commissioner finds 
proposed I 3205(a) Is to reflect the factor 
23. One comment stated that the peti¬ 
tion procedures for establishing a bio¬ 
equivalence requirement In proposed 
8 3205(0 would shift to manufacturer* 
FDA's reponsibUity for monitoring the 
safety and effectiveness of other manu¬ 
facturers* "me-too" products The com¬ 
ment added that FDA should not estab¬ 
lish procedure* that would permit the 
marketing ol untested products and that 
would rely upon manufacturers' test¬ 
ing of competitors* products to detect 
effectiveness problems. 

The Commissioner believes that this 
comment incorrectly assumes that once 
the regulations are finalized FDA will 
take a passive role and wait for manu¬ 
facturers to submit data on their com¬ 
petitors' products before taking action 
This is not the cose. The FDA will con¬ 
tinue to conduct studies to identify bio¬ 
equivalence problems with multiple 
source drug product*. r I he FDA will Uadi 
propose to establish a bioequi valence re¬ 
quirement for a drug product if the data 
needed to establish this requirement art- 
known to the agency. While FDA doc* 
not expect manufacturers to submit In¬ 
formation on the deficiencies of compet¬ 
ing products. It is naive to believe that 
many manufacturers do not routinely test 
their competitors* products. In the past 
manufacturers have submitted data to 
FDA showing that there are bioequiv- 
alencC problems with their competitors* 
products and requested regulatory ac¬ 
tion. The petition procedure docs not 
transfer to anyone FDA’s responsibility to 
u&sure the safety, effectiveness, and qual¬ 
ity of drug products. The purpose of the 
procedure is to provide an orderly process 
for any person, including manufacturer* 
who desire to do so. to submit evidence 
of a bloequlvalence problem to FDA. This 
procedure will assure, however, that such 
evidence Is public and scientifically valid 
and that the petition is not simply an 
attempt to make It harder for competi¬ 
tors to market products. 

24. One comment proposed that the 
following new f sentence be inserted be¬ 
tween the first and second sentence of 
proposed 8 3205(c): "A proposal to 
establish a bloequlvalence requirement 
initiated by the Commissioner of Food 
and Drugs shall contain the same infor¬ 
mation required by this section to be 
included to citizen petitions to establish 
such n requirement." The comment 
argued that the Commissioner should 
subject himself to no less substantial re¬ 
quirements than those imposed on pri¬ 
vate parties. 

The Commissioner agrees that U toe 
proposes to establish a bioequivalence 
requirement the proposal must contain 
well-documented evidence to support the 
proposal. If the Commissioner propose* 
to establish a bloequlvalence require¬ 
ment. the supporting data will be placed 
on public display in the office of the 
Hearing Clerk. Food and Drug Adminis¬ 
tration. and referred to In the prop osal 
published In the Federal Register for 
public comment. The Commissioner is 
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amending 5 320.51 <c> of the final regula¬ 
tions to clarify this Issue. 

25. One comment stated that the per¬ 
son petitioning for a bioequivalence re¬ 
quirement having Justified the bioequiv¬ 
alence requirement under proposed 
: 320.3(c) (1) should not be required to 
provide a proposed In vitro or In vivo 
test The comment explained that if a 
btoequivalcnce problem is shown to ex¬ 
ist. the drug product should be added to 
the list of drug products needing in vivo 
or in vitro testing and the same proce¬ 
dures followed as with drug products al¬ 
ready listed. 

The Commissioner believes that. In the 
majority of cases. If there Is well-docu¬ 
mented evidence of a blocquivalence 
problem, the petitioner will be able to 
propose an in vitro or in vivo test for 
determining bioequivalence. The intent 
of the regulations is to require a peti¬ 
tioner to include in his petition any in 
vitro or in vivo test he proposes to be 
used in a bioequivalence requirement. 
The Commissioner advises, however, that 
he will not deny a petition solely because 
it does not contain a proposed in vitro 
or in vivo test. The Commissioner Is 
modifying the final regulations in 5 320.- 
54(b) to state that the petitioner is re¬ 
quested to, but is not required to. in¬ 
clude in the petition a description of any 
in vitro or In vivo test he proposes to be 
used in a*bioequivalence requirement. 

26. One comment stated that proposed 
$ 320.3<n> would allow FDA to amend a 
bioequivalence requirement without re¬ 
vealing the reasons for this requirement 
The comment explained that this situa¬ 
tion can arise if a revision of a bio- 
equivalence requirement is based on 
confidential Information obtained from 
one drug company. The comment added 
that, if a new standard based on con¬ 
fidential information is imposed, it is not 
possible to know whether an arbitrary 
standard is being required or whether the 
standard is justified but based on confi¬ 
dential information. The comment rec¬ 
ommended that FDA state when the 
standard is based on confidential data 
Section 320.51(d) of the final regula¬ 
tions provides that the Commissioner, on 
his own initiative or in response to a 
Ktitlon by an interested person, may 
amend a bioequivalence requirement. An 
miendment will be made with the same 
criteria and procedural steps that are to 
be used in establishing a bioequivalence 
‘^uirement initially. Data submitted in 
a i>etition or otherwise available to FDA 
to ^pport the amendment will be made 
part of the administrative record. If the 
amendment proposes a new or revised 
method based on data in an approved 
NBA or data voluntarily submitted to 
fDA and shown to be exempt from pub- 
hi' disclosure, the administrative record 
will include a summary of the data and 
indicate that the new or revised method 
is based on data in an approved NDA or 
on confidential data voluntarily submit¬ 
ted to FDA 
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Evidence To Establish a Bioeqvi valence 
Requirement 

27. One comment stated that the pro¬ 
posal Is unclear whether the factors listed 
in proposed 5 320.3(b) (now 5 320.52) arc 
those to be considered in deciding 
whether to initiate a proceeding to estab¬ 
lish a bloequivalcnce requirement as well 
as being the factors that will control the 
outcome of such a proceeding. The com¬ 
ment proposed that the phrase ‘'which, if 
demonstrated to be reliable and persua¬ 
sive. establishes" be inserted prior to the 
phrase "that such drug products” in pro¬ 
posed 5 320.3(b) <1), <3), and (3). and 
prior to the word "that” Appearing in the 
first lines of proposed 5 320.3(b) (4). (5). 
*6). and (7). 

The Commissioner agrees in principle 
with this comment and advises that the 
factors listed in proposed 5 320.3 (b) are to 
be considered both in deciding whether 
to propose establishing a bioequiva¬ 
lence requirement and in determining 
whether a proposed requirement be 
finalized. In response to the comment, 
the Commissioner is revising the final 
regulations in 5 320.52 to state that the 
factors listed, when supported by well- 
documented evidence, will be considered 
by the Commissioner to identify specific 
pharmaceutical equivalents and phar¬ 
maceutical alternatives that are not or 
tnay not be bioequivalent drug products 
and to determine whether to propose or 
promulgate a regulation to establish a 
bioequivalence requirement for these 
products. 

28. One comment stated that the Com¬ 
missioner should specify whAt factors, 
other than those proposed in $ 320.3(b), 
are referred to in the statement that the 
'following factors, among others,” will 
be taken into account in a bioequlvalence 
proceeding. The comment stated that it 
is necessary that all the factors to be 
considered be spelled out in advance, In 
order that affected parties may meet the 
alleged theoretical and factual justifica¬ 
tion for a proposal that a bioequivalence 
requirement is necessary for a drug 
product. 

The Commissioner disagrees with this 
comment. The FDA has attempted to 
identify prospectively all factors known 
at this time that would require the 
establishment of a bioequivalence re¬ 
quirement. These factors reflect the 
current state of the art and available 
technology. As with all new regulations 
relating to an evolving science, the Com¬ 
missioner reserves the right to consider 
other factors that may Indicate the 
need to establish a bioequivalence re¬ 
quirement The Commissioner advises, 
however, that In establishing a bioequiv¬ 
alence requirement FDA will identify 
all of the factors considered in deter¬ 
mining that a bioequivalence problem 
exists. Interested persons will have 
ample opportunity to comment on the 
scientific merits of these factors before 
issuance of a final regulation establish¬ 
ing a bioequivalence requirement. 
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29 One comment stated that pro¬ 
posed 5 320.3(b)(1) stipulates that evi¬ 
dence from controlled observations or 
well-controlled studies in patients that 
pharmaceutical equivalents or phar¬ 
maceutical alternatives intended to be 
used interchangeably for the same thera¬ 
peutic effect do not give comparable 
therai>eutic effects will be considered in 
determining whether to establish a bio- 
equivalcncc requirement. The comment 
explained that it would also appear that 
a lack of well-controlled studies, cou¬ 
pled with a reasonable amount of anec¬ 
dotal evidence Indicating therapeutic 
failure, should necessitate a direct 
demonstration of bioavailability. Other¬ 
wise. the burden lies not with the new 
producer of a drug product to demon¬ 
strate that his product has comparable 
bloavaliability with those products pre¬ 
ceding it on the market, but rattier with, 
others to demonstrate that in fact a 
significant therapeutic risk may exist due 
to the bloavaliability of the product of 
the new producer. 

The Commissioner concludes that a 
btoequivalcnce requirement should be 
established only if there is well-docu¬ 
mented evidence that an actual or po¬ 
tential bioequivalence problem exists. 
Anecdotal evidence is not well-docu¬ 
mented evidence. The Commissioner 
will not establish a bioequivalence re¬ 
quirement on anecdotal evidence alone 
In paragraph 7. the Commissioner 
states his opinion that there are sound 
reasons for assuming the bloequivalcnce 
of pharmaceutical equivalents or phar¬ 
maceutical alternatives (based both on 
data showing the absence of a problem 
and on the reasonable allocation of 
scarce technical and human resources*. 
and this assumption is not to be set 
aside on mere anecdotal contentions. 

The Commissioner docs not agree 
that failure to establish a bioequival¬ 
ence requirement on the basis of anec¬ 
dotal evidence alters the burden on 
competing manufacturers, on physicians, 
consumers, or FDA itself to show that 
a bioequivalence problem exists with 
the product of a new producer: The 
procedures in the final regulations are 
intended to establish criteria for iden¬ 
tifying significant bioequivalence prob¬ 
lems that Justify additional in vitro 
and/or in vivo testing to assure that 
different brands of the same drug 
product meet the same standards. These 
procedures provide a means for any per¬ 
son to submit well-documented evidence 
to support the establishment of a bio¬ 
equivalence requirement. 

30. One comment regarding proposed 
1320.3(b)(3) (now 1320.52(c)) stated 
that an active drug ingredient, not a 
drug product, has a "therapeutic ratio.” 
The comment added that the inherent 
pharmacology of the active drug in¬ 
gredient would determine the therapeu¬ 
tic ratio regardless of the method or 
rate of delivery to the blood. 

The Commissioner does not agree that 
the therapeutic ratio is a function of the 
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active drug ingredient and not of the 
drug product. The therapeutic ratio of an 
active drug ingredient is not independent 
from it* dosage form. For example, the 
route of administration affects drug ab¬ 
sorption and metabolism and thereby af¬ 
fects the therapeutic ratio. 

31. One comment stated that proposed 
* 320.3(b) <3> does not Include the pa¬ 
rameters. e.g.. the median effective dose 
<ED i. to be used in determining the 
therapeutic ratio and. accordingly, the 
“2-fold difference’* guideline should be 
deleted since it is inherently vague. An¬ 
other comment stated that the “2-fold 
difference’* guideline seems somewhat ar¬ 
bitrary. This comment added that such a 
decision would more properly be made 
for each individual compound, based 
upon its pharmacology, the nature and 
severity of the toxic responses, and its 
pharmacokinetics, especially the rate of 
elimination and the volumes of distribu¬ 
tion. Furthermore, it would be more ap¬ 
propriate to establish a bioequivalence 
requirement based on therapeutic ratio 
standards for a group of drug products 
using those factors that control the bio¬ 
logical response to a given dose of a 
drug product. 

The intent of 1 320.52(0 Is to establish 
criteria for identifying drug products 
that require careful dosage titration and 
patient monitoring for safe and effective 
use. A bioequivalence problem in these 
drug products could present a serious 
health hazard. One method of making 
such a determination is based on the 
therapeutic ratio of the drug products. In 
classical pharmacology the term “thera¬ 
peutic ratio” is defined as the ratio of the 
median lethal dose (LD») to the median 
effective dose (ED:*). See Goodman and 
Gilman. “The Pharmacological Basis of 
Therapeutics/* 5th Ed., p. 27, Macmillan 
Publishing Co.. Inc., New York. 1975. A 
copy of this reference has been placed on 
file in the office of the Hearing Clerk. 
Food and Drug Administration The 
therapeutic ratio as defined in classical 
pharmacology is based partly on the me¬ 
dian lethal dose and thus such a deter¬ 
mination is usually done In animal stud¬ 
ies. For this reason, the therapeutic ratio 
is rarely used in clinical pharmacology 
and biopharmaceutics to identify drug 
products that require careful dosage ti¬ 
tration and patient monitoring. Tills de¬ 
termination is usually made by biophar- 
maceutical scientists by comparing the 
minimum effective concentration and 
minimum toxic concentration in the 
blood achieved in a multiple dose steady 
state study. The Commissioner concludes 
that either the therapeutic ratio of a 
drug product or a comparison of the min¬ 
imum effective concentration and the 
minimum toxic concentration can be 
used to identify drug products that re¬ 
quire careful dosage titration and pa¬ 
tient monitoring. 

The Commissioner does not agree that 
the 2-fold difference guideline is arbi¬ 
trary. He believes that this guideline is 
generally accepted by the medical com¬ 
munity as being adequate to identify 
drug products that require dosage titra¬ 
tion and careful patient monitoring. He 


emphasizes that tills Is a guideline Uiat 
must be applied to an individual drug 
product on the basis of the product’s 
pharmacology and usage. 

The Commissioner is revising the final 
regulations to specify the parameters to 
be used in determining the therapeutic 
ratio and to provide for the comparison 
of minimum effective concentration and 
minimum toxic concentration to identify 
drug products requiring dosage titration 
and careful patient monitoring. 

32. One comment stated that proposed 
5 320.3(b) (4) (now 5 320.52<d>). as 
written, would not require Uie establish¬ 
ment of a bioequivalence requirement if 
a bloequlvolence problem could result In 
a less tlian serious adverse effect in a scrK 
oils condition or a serious adverse effect 
in a less than serious condition. Another 
comment stated that proposed § 320.3(b* 

• 4 * seems to qualify proposed 5 320.3(b» 
12). This comment explained that it Is 
possible that FDA would allow bioin - 
equivalent products on the market if the 
agency Judged this inequivalence as not 
being a serious threat in the treatment 
or prevention of a serious disease condi¬ 
tion. The comment added that proposed 
5 320.3(b)(4) could negate all the other 
factors to be considered in determining 
the need for a bioequivalcnce require¬ 
ment. since it would be at the discretion 
of Uie Commissioner to decide whether 
this inequivalence would be clinically 
meaningful. 

The Commissioner advises that the in¬ 
tent of 5 320.52<d> Is to permit the es¬ 
tablishment of a bioequivalence require¬ 
ment where competent medical deter¬ 
mination indicates that a lack of bio¬ 
equivalence would have serious adverse 
effects in the treatment or prevention of 
a serious disease or condition even 
though the available pharmacokinetic or 
physicochemical data are less than con¬ 
clusive Section 320.52<d> does not ex¬ 
clude the establishment of a bioequiva- 
lence requirement when a lack of blo- 
equlvalence could have a less than seri¬ 
ous adverse effect. If evidence demon¬ 
strates a known or potential bioequiva¬ 
lence problem, the Commissioner will 
propose to establish a bioequivalcnce re¬ 
quirement regardless of W’hether a lack 
of bioequivalence could result in a seri¬ 
ous adverse effect. The Commissioner, 
however, does not Intend to establish a 
bioequivalence requirement solely on a 
medical determination that a lack of bio¬ 
equi valence could result In a serious ad*^ 
verse effect in the treatment or preven¬ 
tion of a serious disease or condition. A 
medical determination that a bioequiva¬ 
lence problem could have a serious ad¬ 
verse effect is. of course, of great concern 
to FDA and would be given great weight 
in determining whether to establish a 
bioequivalence requirement if there is 
other evidence that there is a potential 
bioequivalcnce problem even though tills 
evidence is less than conclusive. All of the 
factors listed in 5 320.52 will be consid¬ 
ered together in determining whether to 
establish a bioequivalcnce requirement. 
Finally, the Commissioner reiterates that 
he does not intend to allow drug prod¬ 
ucts with bioequivalcnce problems to re¬ 


main on the market. The Commissioner 
believes, however, that priority should be 
given to establishing bioequivalcnce re¬ 
quirements for those drug products 
where bioequivalcnce Ls critical for their 
safe and effective use in the treatment 
or prevention of a serious disease or 
condition. 

33. One comment concerning proposed 
5 320.3<b> (5»(I) (now *320.52<eMl> » 
stated that, although low* solubility of 
a compound lias an important effect on 
its bioRvail&blllty from a product, the 
statement that the dose far exceeds the 
solubility in the volume of fluids present 
in the stomach (taken as 100 milliliters 
appears to be somewhat vague. The com¬ 
ment added that one cannot determine 
what fluid is Intended or what provision.- 
will be made for doses intended in pedi¬ 
atric patients. Another problem would 
be those drugs that are utilized in a 
large range of strengths. By this cri¬ 
terion, fixed volume would uffect the 
testing of increased doses of the same 
product differently, or a single strength 
product for W’hich various dosage regi¬ 
mens are suggested for different indi¬ 
cations. 

The Commissioner agrees that pro¬ 
posed 5 320.3(b) <5) (i) is vague and 
should be revised. The Commissioner 
advises that the fluid intended Is the 
gastric fluid normally in the stomach 
The volume of gastric fluid normally In 
tiie stomach is taken to be 100 milliliter,-- 
for adults and prorated for infants and 
children. The Commissioner also advises 
that if a drug product is marketed in 
more than one dosage strength in the 
sume dosage form and if the volume of 
gastric fluid required to dissolve any of 
the dosage strengths far exceeds the vol¬ 
ume of gastric fluids normaly in the 
stomach, he will consider this factor as 
applicable to all dosage strengths since 
multiple amounts of tills dosage strength 
may be used. 

Section 320 . 52 ( 0(1 > of the final reg¬ 
ulations reads: “The active drug ingre¬ 
dient has a low solubility in water, eg , 
less than 5 milligrams per l milliliter 
or. if dissolution in the stomach is criti¬ 
cal to absorption, the volume of gastric 
fluids required to dissolve the recom¬ 
mended dose far exceeds the normal vol¬ 
ume of gastric fluids in the stomach 
(taken to be 100 milliliters for adults 
and prorated for Infants and children) 

34. Four comments objected to pro¬ 
posed 5 320.3(b) (5) (11) (now* 5 320 52 
(e)(2)) that lists a slow dissolution rate, 
i.e., less than 50 percent In 30 minutes, 
as one of the factors used to determine 
w r hether a bioequivalence requirement 
should be established. One comment 
stated that the condition of this deter¬ 
mination. such as pH and apparatus, 
should be specified. The comment added 
that this is an unnecessarily rigid re¬ 
quirement, and more flexibility is needed 
The other comments stated that the 
standard for slow dissolution is not 
meaningful because it fails to take into 
account the nature of the drug entity 
and its intended function hi the body. 
Another comment stated that the fact 
that a drug product has a dissolution 
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rate of less than 50 percent In 30 minutes 
Is not sufficient reason to believe that 
this product has a bioequivalence prob¬ 
lem. 

The Commissioner agrees that for 
some drug products a dissolution rate of 
less than 50 percent In 30 minutes docs 
not Indicate a bioequivalence problem. 
He believes, however, that such a slow 
dissolution rate should be one of the fac¬ 
tors. but not the only factor, considered 
in determining whether to establish a 
bioequivalence requirement. The PDA's 
experience is that, generally, drug prod¬ 
ucts shown not to be bioequivalcnt when 
tested In vivo have a dissolution rate of 
less than 50 percent in 30 minutes. The 
Commissioner believes that this guide¬ 
line can be used as an effective screen to 
identify drug products with a potential 
biocquivalence problem that deserve 
further study. The Commissioner ad- 
\ iscs that the decision to establish a bio- 
cQuivitlence requirement on the basis of 
hie dissolution rate would consider the 
dissolution profile of a drug product that 
is the subject of a full NDA. The Com¬ 
missioner also agrees that the conditions 
lor determining dissolution rate, such as 
PH and apparatus, should be specified. 
The Commissioner is revising 5 320.52(e) 
<2> of the final regulations to read: "The 
dissolution rate of one or more such 
products Is slow, c.g„ less than 50 percent 
in 30 minutes when tested using either a 
general method specified in an official 
compendium or a paddle method at 50 
revolutions per minute in 000 milliliters 
of distilled or deionized water at 37* C, 
or differs significantly from that of an 
appropriate reference material such ns 
un identical drug product that is the sub¬ 
ject of an approved full new drug ap¬ 
plication/' 

35. One comment suggested that pro¬ 
posed { 320.3(b) <5> riv) (now 5 320.52 
^>•4)) be amended to read "Certain 
polymorphic forms, conforms, solvates, 
cample*, crystal modtneations, etc., of 
(he active ingredient arc poorly dis¬ 
solved." Another comment stated that It 
is improper to discuss the absorption of 
a Polymorph according to the presently 
held view of gastrointestinal absorption 
where absorption is from the solution 
tme This comment stated that it would 
bo better to note that polymorphic forms 
of the same compound may have differ¬ 
ent dissolution characteristics and thus 
effect the biodvaliability of products con¬ 
fining different polymorphs. 

rhe Commissioner agrees that pro- 
,'0$ed 9 320.3(b) (5) (iv) should be 

amended to include other physical struc¬ 
tural characteristics that may affect blo- 
ivnliability. Therefore, he is revising 
5 320,52 (e »<4) of the final regulations to 
rend: "Certain physical structural char¬ 
acteristics of the active drug ingredient, 
e g., polymorphic forms, conforms, sol¬ 
vates, complexes, and crystal mod iff ca- 
r ions, dissolve poorly and this poor dis¬ 
solution may affect absorption.'* 

30. one comment stated that, although 
uie physicochemical factors set forth In 
proposed 1 320.3(b) (5) (!>, <il>, and (▼) 
now I 320.52(e) (1). (2). and (5) > are 


appropriate for consideration in deter¬ 
mining whether a bloequivalence re¬ 
quirement should be established, the ex¬ 
amples should be deleted because thiy 
offer a potential of being misleading 
since they ore at best mere benchmarks. 

The Commissioner believes that. al¬ 
though the specific guidelines in pro¬ 
posed { 320.3(b) »5> (1). (ii>, and (v» may 
not apply to all drug products, they are 
applicable to most drug products and are 
accepted by blopharmnceutical scientists. 
To clarify the intent of the inclusion of 
these guidelines in these sections, how¬ 
ever, he has revised the "i.e." notation 
before each of these guidelines to "e g." 

37. One comment regarding proposed 
S 320.3(b) <5> (vi) mow § 320.52(e)(6)) 
stated that it is well known that many 
excipients used in the manufacture of 
drug products can have a profound effect 
on the disintegration, deaggregation, and 
dissolution of drug products, and thus 
potentially affect their bioavailability. 
These excipients are present in nearly 
every product on the market and the 
amount used and the mode of applica¬ 
tion, as well as the ratio of total excip¬ 
ients to active drug ingredient, can have 
a significant effect on the products. 

The Commissioner believes that pro¬ 
posed i 3203(b) (5) (vl> appropriately re¬ 
flects the intent of this comment, i.e., 
excipients used in the manufacture of n 
prescription drug product may affect its 
bioavailability. and. therefore, the use of 
inactive ingredients should be considered 
in determining whether a bloequi valence 
requirement should be established. There 
is no change in I 320.52(e) (6) of the 
final regulations. 

38. One comment regarding proposed 

5 320.3(b) (now f 320.52(f)(2)) 

stated that, although compounds which 
show poor absorption would be prime 
candidates for a close scrutiny with re¬ 
spect to bioequivalence. It appears that 
bioequivalence for the most part involves 
relative availability using some standard 
dose such as a marketed product or an 
oral solution or suspension, rather than 
the absolute availability utilizing the 
area under the plasma curve or urinary 
excretion profile with an intravenous 
dose. Without such intravenous data, 
however, the percent absorbed from an 
oral solution could not be determined. 

The Commissioner agrees with this 
comment. He Is revising 1320.52(f)(2) 
of the final regulations to read: "The de¬ 
gree of absorption of the active drug 
ingredient, therapeutic moiety, or its 
precursor is poor, e.g., less than 50 per¬ 
cent, ordinarily in comparison to on in¬ 
travenous dose, even when it Is admin¬ 
istered In pure form, e.g.. In solution." 

39. One comment regarding proposed 
S 320.3(b) (6Hill) (now 5 320.52(f)(3)) 
stated that the existence of rapid me¬ 
tabolism through a high hepatic clear¬ 
ance. or intestinal metabolism, would be 
viewed therapeutically as poor oral ab¬ 
sorption when measured as active drug 
reaching the general circulation. The 
existence of a high first-pass effect would 
not have an effect on the relative bio- 
availability of various oral doses unless 


the metabolic step was easily saturated 
so that nonlinear kinetics would be in 
effect. This latter situation would mean 
that the extent of absorption was In fact 
a function of the rate of absorption. Dose 
dependent bioavailability would result 
from rapidly releasing dosage forms or 
solutions with a reduction in the extent 
of availability with increasing dosage. 

The Commissioner believes that the 
comment misinterprets the clinical sig¬ 
nificance of the factor set forth in pro¬ 
posed 5 320.3(b) (6) Oil). If the active 
drug ingredient or therapeutic moiety of 
two drug products undergoes first-pass 
metabolism cither in tile gastrointesti¬ 
nal tract or in the liver, the ingredient 
or moiety of each of the products may be 
available to the same extent In the sys¬ 
temic circulation at steady state condi¬ 
tions but may differ significantly in their 
peak concentrations. This difference in 
concentrations could alter their thera¬ 
peutic or toxic effects. Drug products 
that undergo a rapid first-pass metabo¬ 
lism are of greater clinical concern be¬ 
cause large differences in peak concen¬ 
trations will manifest themselves as a 
function of rates of metabolism and ab¬ 
sorption. Therefore, great emphasis may 
need to be placed on the rate of absorp¬ 
tion of a rapidly metabolized active dru»* 
ingredient or therapeutic moiety partic¬ 
ularly if blood concentrations are criti¬ 
cal for the safe and effective use of the 
drug product. 

The comment also refers to dose de¬ 
pendent kinetics where the rate of ab¬ 
sorption affects the extent of absorption 
and. therefore, bioavailability and bio- 
equivalence. The Commissioner agree* 
that dose dependent klneUcs is a factor 
that should be considered in determining 
whether to establish a bioequivalenrc re¬ 
quirement. Therefore, he is adding n new 
{ 320.52(f)(6) that reads: "The drug 
product is subject to dose dependent 
kinetics in or near the therapeutic range 
and the rate and extent of absorption 
are important to bioequivalence " 

40. One comment relating to proposed 
{320.3(b)17) (now 9 320.51 (a» «3» > 
stated that it is inappropriate to define n 
potential for a bloequi valence problem on 
the basis that a drug product is a mem¬ 
ber of a closely related class in which a 
bloequi valence problem has been identi¬ 
fied. The comment explained tliat with¬ 
in a class of compounds there are both 
very soluble and very insoluble sub¬ 
stances and their potential bloequi va¬ 
lence problems relate to each compound * 
inherent physicochemical properties and 
not to its relationship to other similar 
compounds. 

The Commissioner advises that if a 
bloequi valence requirement is established 
for a class of drug products, the require¬ 
ment will apply only to the drug prod¬ 
ucts in the class that have close struc¬ 
tural similarity and physicochemical or 
pharmacokinetic properties similar to 
the drug product for which there Is well- 
documented evidence of a bloequi vale nee 
problem. This concept is Included in 
{ 320.51 (a)(3) of the final regulations. 
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Requirements for Batch Testing and 
Certification by FDA 

41. Three comments objected to § 320.- 
3«e> (now ft 320.55) regarding individual 
batch testing and certification by FDA 
ol drug products for which a bioequiva¬ 
lence requirement is established. Hie 
comments stated that the agency does 
not have the authority to require such 
testing and certification under the act. 

The Commissioner concludes that sec¬ 
tion 505 of the Federal Food. Drug, and 
Cosmetic Act <21 U.S.C. 355) authorizes 
FDA to require batch testing and certi¬ 
fication of drug products where no more 
practicable means exists to assure that 
they are safe and effective for their in¬ 
tended use. Section 505 of the act per¬ 
mits a new drug to be marketed only 
after an NDA provides for safety and 
effectiveness, under approved labeling, 
and with approved methods of manu¬ 
facture and quality control adequate to 
assure batch-to-batch consistency tn 
making the product so that the product 
being marketed is identical to that tested 
for safety and effectiveness and ap¬ 
proved by FDA. The Commissioners 
opinion Is that batch testing and certi¬ 
fication may be required in an NDA as 
part of the methods to assure the drug 
product s identity, strength, quality, and 
purity Ordinarily batch testing and 
certification for any manufacturer will 
not be required after four consecutive 
batches have been certified The ability 
of the firm to make a satisfactory prod¬ 
uct consistently In four batches will gen¬ 
erally assure FDA that the methods of 
manufacture and quality control are 
adequate. 

Requirements for Marketing a Drug 

Product Subject to a Bioequivalence 

Requirement 

42 One comment objected to proposed 
ft 320 3(f) <now ft 320.57). The comment 
stated that a holder of an approved NDA 
should not have to conduct in vivo bio- 
availability tests if his product had been 
shown to be safe and effective in ade¬ 
quate and well-controlled clinical trials. 

The Commissioner concludes that, if 
a bioequivalence requirement is estab¬ 
lished. each person marketing a drug 
product that is subject to the require¬ 
ment must conduct studies to assure that 
his product meets the requirement and 
Is equivalent to the reference material 
In many cases, the drug product that Is 
the subject of an approved NDA has 
been reformulated or there have been 
changes in the manufacturing proce¬ 
dures since the approval of the initial 
application. The reformulated product 
has not been studied in clinical trials. 
The FDA’s experience is that bioequiv¬ 
alence problems involve products manu¬ 
factured by holders of approved NDA's 
ftg well as those manufactured by per¬ 
sons who do not hold an approved NDA. 
In addition. Uie Commissioner believes 
that clinical trials arc not as sensitive, 
accurate, or reproducible as other bio¬ 
equivalence methods and should be used 
to determine bloequivalence only if these 
other methods are not available. 


rules and regulations 

43. Two comments stated that pro¬ 
posed ft 320.3(g) «now ft 320.58(a)) 
should be withdrawn since it would im¬ 
pose a requirement set forth in proposed 
ft 310.7 (21 CFR 310.7) on drug products 
subject to an NDA approved before Oc¬ 
tober 10. 1962. The comments added that 
ft 310.7 cannot be finalized because of the 
order of the United States District Court 
for the District of Columbia in ”Hoff- 
mann-LaRoche. Inc., v. Weinberger” 
(Civil Action No. 75-0270) filed July 29, 
1975 

The Court’s order In “Hoffmann- 
LaRoche. Inc. v. Weinberger” was pri¬ 
marily addressed to proposed ft 310.7(a). 
which w r ould have allowed certain drug 
products to be marketed without prior 
submission or approval of a full or ab¬ 
breviated NDA Proposed 1310.7(c) 
would have required that, for any drug 
product subject to a Drug Efficacy Study' 
Implementation (DE8I» notice being 
marketed for the first time after a bio- 
equivalence requirement was established, 
an NDA be approved before marketing. 
Proposed 1310.7(c) would have per¬ 
mitted any drug product subject to a 
DESI notice being marketed at the time 
a bloequivalence requirement was estab¬ 
lished to remain on the market pending 
review and approval or disapproval of 
a full or abbreviated NDA or supple¬ 
mental application. This provision was 
intended solely as a transitional proce¬ 
dure to bring everyone into compliance 
with a bioequlvalence requirement 
promptly and effectively. The only effect 
that the Court’s order had on proposed 
ft 310.7(c) was to preclude application 
of the transition procedures to marketed 
drug products that were not the subject 
of an approved full or abbreviated NDA 
at the time a bloequivalence requirement 
was established. The FDA is taking reg¬ 
ulatory action against all drug products 
known to the agency that were identified 
in the preamble to the proposed blo¬ 
equivalence regulations as having a 
know n or potential bloequivalence prob¬ 
lem and that are not the subject of an 
approved full or abbreviated NDA. Thus 
the transitional procedures in I 310.7(0 
that were affected by the Court’s order 
are no longer necessary for those drug 
products already Identified by FDA as 
having a known or potential bioequiva- 
lence problem. In the future, when a 
bioequlvalence requirement is estab¬ 
lished for a drug product that is subject 
to a DESI notice and that has not al¬ 
ready been identified by FDA as having 
a known or potential bloequivalence 
problem. FDA w'lll Immediately act to 
remove from the market all of these 
products that are not the subject of an 
approved full or abbreviated NDA. The 
FDA no longer intends to follow the 
transitional procedures provided for in 
proposed 1310.7(c) and no other tran¬ 
sitional procedures will be necessary for 
marketed, unapproved drug products. As 
discussed in paragraph 46 below, the 
Commissioner believes that the Court’s 
order, as amended, permits him to estab¬ 
lish transitional procedures for marketed 
drug products that are the subject of an 


approved full or abbreviated NDA when 
a bioequlvalence requirement Is estab¬ 
lished for these products. Therefore, he 
is Including such transitional procedure* 
in the final regulations. 

Section 320.58)a) of Uie final regula¬ 
tions provides that if a bloequivalence 
requirement is established for a drug 
product subject to an NDA that became 
effective before October 10, 1962, or for 
any identical, similar, or related drug 
product covered by such an NDA under 
| 310.6 (21 CFR 310.6). marketing of the 
product may lawfully be continued as 
follows: 

a. Any manufacturer who holds an 
approved full or abbreviated NDA for 
the drug product on the effective date of 
the bloequivalence requirement must 
submit and obtain approval by FDA oJ 
a supplemental application that provide* 
evidence that the drug product meets 
the bioequlvalence requirement. If a sup¬ 
plemental application is submitted 
within the time frame specified in the 
regulation establishing the bioequiva- 
lencc requirement, the manufacturer 
may continue to market the drug product, 
unless and until the supplemental ap¬ 
plication is disapproved and approval 
of the NDA is withdrawn. 

b. Any manufacturer who does not 
hold an approved full or abbreviated 
NDA for the drug product on the effec¬ 
tive date of the bioequlvalence require¬ 
ment shall, before introducing the drug 
product into Interstate commerce, sub¬ 
mit and obtain approval by FDA of u 
full or abbreviated NDA. as applicable, 
that provides evidence that the drug 
product meets the bioequlvalence re¬ 
quirement. 

The requirements for a drug product 
subject to an NDA that became effective 
before October 10, 1962. or for any iden¬ 
tical. similar, or related drug product 
covered by such an NDA under ft 310 6. 
and further subject to a bloequivalence 
requirement parallel the requirement* 
proposed In ft 320.3(h) (now ft 320.58* b> > 
for a ding product subject to an NDA that 
was approved on or after October 10 
1962. 

44. Two comments objected to pro¬ 
posed ft 320.3(h) (2) (now ft 320.58(b) «2‘ > 
that would allow the submission of an 
abbreviated NDA for a new drug product 
first approved after 1962. The comments 
stated that full NDA’s arc applicable to 
post-1962 new drugs, whether or not a 
bloequivalence requirement has been es¬ 
tablished. One of the comments recom¬ 
mended that proposed 1320.3(h)(2) be 
revised to read: ’’The manufacturer ho* 
submitted and obtained approval from 
FDA of a new drug application contain¬ 
ing evidence that the drug product meets 
bloequivalence requirements and other- 
wise meets the requirements of Section 
314.1 (a)-(e) of this chapter.” 

The Commissioner advises that pro¬ 
posed ft 320.3(h) (2) was not intended to 
permit the submission of an abbreviated 
NDA for a new drug product that is iden¬ 
tical. similar, or related to a new' drug 
product subject to an NDA that was ap¬ 
proved on or after October 10, 1962. i.e.. 
after the effective date of the Kcfauver- 
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Harris Amendments to the act. The FDA 
has not yet permitted the submission of 
an abbreviated NDA for these r<*t-1962 
drug product*. Reference to tl*c submis¬ 
sion of an abbreviated NDA was Included 
in proposed $ 320.3(h) (2) In anticipation 
that the submission of an abbreviated 
NDA for these poet-1062 drug products 
may be allowed In the future. To elimi¬ 
nate possible confusion at this time, how¬ 
ever, the Commissioner Is revising 9 320.- 
58(b) (2) of the final regulations to real*: 
“Any manufacturer who does not hold an 
approved full new drug application for 
the drug product on the effective date of 
the bioequivalence requirement shall, be¬ 
fore introducing the drug product Into 
interstate commerce, submit and obtain 
approval by the Food and Drug Adminis¬ 
tration of a full new drug application 
that provides evidence that the drug 
product meets the bioequivalence re¬ 
quirement.*' 

45. One comment stated that pro¬ 
posed 9 320 3<i) (now 9 320.58(c) > should 
be withdrawn. The comment explained 
that, if a drug product is not subject to 
the new drug provisions of the act, it is 
an “old drug”, and the FDA does not 
have the legal authority to require sub¬ 
mission of bioequivalence data or sub¬ 
mission of reports under 9 310.300(b) 
< 1 ,> and ( 2 ). The comment suggested re¬ 
vision of proposed 9 320.3d) to provide 
for the voluntary submission of these 
data and reports with respect to old 
drugs. 

The FDA Is reviewing the entire mat¬ 
ter of the scope of the new’ drug provi¬ 
sions of the act and the voluntary or 
mandatory submission of special reports 
lor all proscription drug products la part 
of this review. The Commissioner there¬ 
fore Is revising 9 320.58(c) of the final 
regulations to delete the requirement re- 
nrding the submission of reports under 
1310 300(b) <1> and (2). 

The Commissioner concludes, however, 
that. If a bioequivalence requirement is 
1 Published for a prescription drug prod¬ 
uct that is not subject to the new drug 
provisions of the act, each manufacturer 
must record and maintain evidence that 
the product meets the biocquivnlence re¬ 
quirement, Such a drug product that 
dense not meet the bioequivnlenee re¬ 
tirement would be regarded as mis¬ 
branded under section 602 of the act. 
For the reasons set forth In paragraph 5. 
the Commissioner believes that the law 
presently permits the adoption of a re¬ 
quirement for the submission of evidence 
that a drug product meets a bioequiva- 
jcnce requirement directly to FDA. 
Therefore. 4 320.58(c) Cl) of the finjil 
regulations requires a manufacturer of 
n drug product not subject to the new 
drug provisions of the act to record and 
maintain evidence that the product 
meets the bioequivalence requirement 
und upon written request or notice In 
the Federal Rroister, to submit this evi¬ 
dence promptly to FDA. 

46. Two comments stated that pro¬ 
posed | 320.3<k) (now 9 320.58(e)) would 
r>ermit new drugs to be marketed with¬ 
out prior approval If the Commissioner, 
in Ids discretion, so allows. The comment 


noted that such actions are prohibited 
by the decision of the Court In “Hoff¬ 
mann-LaRoche. lnc„ v. Weinberger/* 

The Commissioner advises that the 
Court’s order of July 29. 1975 in ’Hoff¬ 
mann-LaRoche. Inc., v. Weinberger” was 
amended on November 3, 1975 to ndd the 
following separate final paragraph: 

ORUERKD that nothing In the foregoing 
provision of this ORDER nhiUI prevent de¬ 
fendant*. upon making and publishing In 
the Fedkxai. Registt* a determination that 
prescription new drugs In the following cate¬ 
gories are medically necessary, from allowing 
•uch drugs to continue to be marketed pend¬ 
ing completion of scientific studies required 
for an evaluation of tbelr safety and effec¬ 
tiveness: (a) Drugs covered by approved new 
drug applications with respect to which new 
Inform\tlon enure* defendant* to Initiate 
proceedings to withdraw approvals of appli¬ 
cations pursuant to provision* of 21 D6.C. 
356(e); and (b) drugs not previously de¬ 
clared as new drug* and not covered by 
effective new drug applications, which, upon 
the basis of new information, the defendants 
have classified os new drugs 

The amendment to the Court’s order 
was published In the Federal Register 
of March 2,1976 < 41 FR 9001). 

The Commissioner believes that the 
amendment to the Court’s order permits 
him to stay disapproval of an NDA or 
supplemental application pending com¬ 
pletion of bioequivalence studies. 

The Commissioner Ls revising fi 320.58 
(c> of the final regulations to clarify the 
conditions under which he may stay dis¬ 
approval. Section 32058(e) sets forth 
that the Commissioner, In hla discretion, 
may stay disapproval for a particular 
drug product if he finds that all of the 
following conditions are met: 

a. The drug product was being law¬ 
fully marketed on the effective date of 
the bloequWalcnce requirement, eg.. If a 
new drug. It was already the subject to 
an approved full or abbreviated NDA (see 
paragraph 43). 

b. The drug product is medically nec¬ 
essary. e.g.. it is used in the treatment of 
a serious disease or condition for which 
no alternative therapy is available. 

c. There is not an adequate supply of 
Identical or similar drug products subject 
to an approved full or abbreviated NDA 
containing biocqulvalence data to fulfill 
medical needs. 

d. The manufacturer submits a full or 
abbreviated NDA or supplemental appli¬ 
cation. as applicable, containing an ac¬ 
ceptable protocol for the conduct of the 
bioequivnlenee studies and completes the 
necessary studies within the time frame 
set forth in the biocqulvalence require¬ 
ment. 

Confidentiality or Data to Establish a 
Bioequi valence Requirement 

47. One comment recommended that 
proposed 9 320.3(m) (now 4 320.59) 
should be revised to make it clear that 
FDA will not disclose bioequivalence data 
that are trade secrets. 

Section 320.59 la intended to state that 
a bioequivalence requirement can be es¬ 
tablished by FDA on the basis of data 
and information voluntarily submitted 
to the agency even if these data and in¬ 
formation are not publicly dlsclosablc. 


This section does not govern the disc li¬ 
ability of the actual data and informa¬ 
tion; the availability of data and infor¬ 
mation is governed by Part 4 (21 CFR 
Part 4) The Commissioner stated in the 
proposal’s preamble that FDA Intends to 
maintain the confidentiality of data and 
information voluntarily submitted to the 
agency that arc trade secrete under 9 4.61 
(21 CFR 4.61). 

48. Two comments regarding proposed 
i 320.3<m) (now 4 320.59) noted that the 
pharmaceutical Industry invests millions 
of dollars to develop data that may ulti¬ 
mately lead to an in vitro method or 
animal model that successfully predicts 
the bioavailabllity of a drug product. 
These comments stated that a novel test¬ 
ing apparatus or a better screening 
procedure offers a competitive advantage 
that, if disclosed to the public by FDA. 
would be in violation of 18 U.8.C. 1905 or 
21 U.S.C. 33!(j). 

The Commissioner docs not agree with 
these comments. The Commissioner be¬ 
lieves that, if a bJoequivalencc require¬ 
ment Is established, analytical methods 
are necessary for regulatory purposes to 
permit FDA to assure that all marketed 
drug products meet this requirement. 
For many years FDA has routinely made 
available for public disclosure, and has- 
included in its widely distributed man¬ 
uals. analytical methods that are con¬ 
tained In petitions and NDA’s, and which 
are needed for regulatory assays of drug 
products. The U.8.P. publishes official 
analytical methods. Other methods are 
frequently published in the scientific 
literature. Accordingly, methods of (hi* 
type arc not customarily regarded os 
confidential information. The Commis¬ 
sioner believes that an analytical 
method to determine If a product mccte 
a biocqulvalence requirement is not a 
quality control procedure per sc and 
exempt from public disclosure under 
4314.14(g)(1) (21 CFR 314.14(g)(1)). 
but, rather, is necessary* for regulatory 
purposes to determine if a drug product 
is safe and effective and may lawfully 
he marketed. The Commissioner believe* 
that the failure to make such an analyti¬ 
cal method public would deter regulatory 
activity. Accordingly, the Commissioner 
concludes that all such methods will be 
made public except where they serve no 
regulatory function whatever. The Com¬ 
missioner is including in 5 320.59(0 of 
the final regulations a statement that a 
biocquivnlence requirement may specify 
an analytical method contained in a 
petition or an approved new drug appli¬ 
cation. or that is based on data and in¬ 
formation voluntarily submitted to 
FDA, unless the method serves no regu¬ 
latory or compliance purpose and is 
shown to be exempt from public disclo¬ 
sure under 9 4.61. 

49. One comment regarding proposed 
I 320.3 (m) stated that tho proposal to 
establish tests and standards based on 
secret data is so novel and raises* such 
serious questions of consistency with 
established principles of due process that 
it requires further explanation and op¬ 
portunity for comment. 

The Commissioner advises that if data 
and information voluntarily submitted to 
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PDA are determined to be trade secrete 
under 5 4.61 PDA is precluded from dis¬ 
closing these data and Information. If 
the data and Information Identify a blo- 
equivalence problem, however, protection 
of the public health requires FDA to take 
regulatory action to remedy the prob¬ 
lem. The Commissioner b?lleve*i It Is In¬ 
consistent with due process to Issue a 
proposed bioequivalencc requirement on 
the basis of “secret data and Informa¬ 
tion 0 that Interested persons can neither 
see nor comment upon. Therefore, FDA 
will release a summary of these data and 
Information (see paragraph 47) at the 
time a proposed bloequivalence require¬ 
ment la published tn the Federal Regis¬ 
ter. The Commissioner concludes that 
the comment’s proposal to delay finalis¬ 
ing these regulations for further consid¬ 
eration of the procedural question Is in¬ 
consistent with the public interest The 
Commissioner, however. Invites any in¬ 
terested person to submit a petition pro¬ 
posing a change In these regulations to 
prohibit the disclosure of analytical 
methods to determine bioequivalence. 
The Commissioner also requests that 
Congress reconsider whether any safety 
and effectiveness data. Including bio¬ 
equivalence data and methodology. 
should be treated as trade secrets. 

Old Drug Monookaj’US 

60. One comment concerning proposed 
f 320.3 (oj (now « 320.60) stated that it is 
assumed that the yet- to-be-formalized 
old drug monograph concept will include 
a bioequivalencc requirement for such 
monographed drug. 

The Commissioner advises that, one of 
the approaches to old drug monographs 
now under consideration in FDA would 
provide that. If an old drug monograph is 
established for a drug product for which 
a bioequlvalence requirement has been 
established, the monograph will include 
a requirement for bioequivalence testing. 

Marketing Products That Do Not 
Meet ak Is Vitro Standard 

61 Severol comments regarding pro¬ 
posed f 320.3(p) (now 1320.61) ques¬ 
tioned why a manufacturer whose prod¬ 
uct does not meet an in vitro bioequiva¬ 
lencc standard must. In lieu of reformu¬ 
lation to meet the standard, demonstrate 
that his product b bioavailable by in vivo 
testing of three consecutive batches of 
the drug product The comments noted 
that one lot testing Is apparently satis¬ 
factory if the product meets the tn vitro 
bioequivalence standard, while In vivo 
testing is ai>eciflc. absolute, and repre¬ 
sents the primary standard of bloavall- 
abillty; therefore, the comments suggesi- 
e<T that in vivo testing be required for 
only one batch. 

The Commissioner Is of the opinion 
that In vivo testing of a single batch of 
a drug product that falls to meet an in 
vitro bioequivalencc standard established 
through correlation with In vivo data Is 
not sufficient to assure batch-to-batcli 
uniformity. Therefore. If a drug product 
does not meet an In vitro bioequivalencc 
standard, the manufacturer has the op¬ 
tion of either reformulating the product 


to meet the standard or testing three 
consecutive batches in vivo to demon¬ 
strate bioequivalencc And batch-to-batch 
uniformity. The option for In vivo testing 
was Included in proposed I 320.3<p) be¬ 
cause the Commissioner recognizes that, 
occasionally, a drug product that fails to 
meet an in vitro bioequivalencc standard 
will nontheless be shown to be bioequlva- 
lent when tested In vivo. TbU is because 
the in vitro bloequi valence standard is 
designed to identify and screen out all 
batches that may not be bloequi valent. 
In selecting the standard. FDA must, if 
necessary for protection of the public 
health, err in favor of a standard that 
may result in the failing of a few batches 
that aro later shown to be bloequivalcnt 
when test: d in vivo rather than a stand¬ 
ard that may result in the passing of a 
few batches that are shown not to be bio- 
equivalent when tested in vivo. The Com¬ 
missioner advises that rroposed 1320.3 
(l> (now S 320.56) requires that if a blo- 
equlvalence requirement specifies an In 
vitro bioequivalenre standard, the manu¬ 
facturer shall conduct th? test on a sam¬ 
ple of each batch to assure batch-to- 
hatch uniformity. Thus, one lot testing 
Is not satisfactory if the bioequivalencc 
requirement is an in vitro bioequivalence 
standard. 

Requirements for in vivo testing of a 
drug product not meeting an in vitro bio¬ 
equivalence standard proposed in I 320.3 
<p> have been revised for clarity and are 
in 5 320 61 of the final regulations. 

The Commissioner has carefully con¬ 
sidered the environmental effects of the 
regulations and. because the action will 
not significantly affect the quality of the 
human environment, has concluded that 
an environmental impact statement is 
not required. The Commissioner has also 
carefully considered the inflation im¬ 
pact of the regulations as required by 
Executive Order 11821. OMB Circular A- 
107. and Guidelines issued by the De¬ 
partment of Healtii. Education, and 
Welfare, and no ma’or inflation impact 
Iras been found. Copies of FDA environ¬ 
mental and Inflation impact assessments 
are on Hie with the Hearing Clerk. Food 
and Drug Administration. 

Therefore, under the Federal Food. 
Drug, and Cosmetic Act (.sees. 201(p), 
502, 505. 701(a). 52 Slat. 1041-1042 as 
amended. 1050-1053 as amended. 1055 
(21 U-S.C. 321 < p). 352. 355. 371(a)) and 
under authority delegated to the Com¬ 
missioner (21 CFR 5 1) (recodification 
published In the Federal Register of 
June 15. 1976 (41 FR 24262)). Chapter I 
of Title 21 of the Code of Federal Reg¬ 
ulations is amended as follows: 

I 1. In Part 314: 

a. Bv adding to 1314.111 new para¬ 
graph (a) (8) to read as follows: 

g 314.1 11 Refusal In approve lire appli¬ 
cation. 

(a) * * * 

(8) The applicant falls to submit blo- 
availabUity or bioequivalencc data re¬ 
quired under Port 320 of this chapter. 

• • • # • 

b. By adding to f 314.115 new para¬ 
graph (c)(5) to read as follows: 


g 314.11.7 Withdrawal of approval of wo 

appUt-alion. 

• • • • • 

(Cl*** 

(5) That the applicant has failed to 
submit bUnavailability or bioequivalencc 
data required under Part 320 of this 
chapter 


2. By adding new Part 320 consisting 
at this time of 8ubparts A and C to 
read as follows: 

Subpart A—6 war at PravHtoo* 

8cc 

3201 Definition* 

Subpart 8—|R***rv*dl 
Sub pa ft C—Bloaqulvatraca Requirement* 

.120 SO PurpofW 

*££0 51 Procedures for eatablUkUing or 
amending a utoequtvidence re¬ 
quirement. 

*20.52 Criteria and evidence to estabtlali a 
bioequivalencc reqiiiretnent. 

320.53 Type* of bioequ Iralenoe require¬ 
ment*. 

320 54 Content* of a petition to eatebllah a 
mooqulvakmce requirement. 

120.55 Require menu for belch testing end 
certification by tho Pbod end Dm* 
Administration 

330 50 Requirements for In vitro tenting of 
each batch 

320.57 Requirements for the conduct of tn 
vivo bloequi valence trail ng tn hu¬ 
mane. 

320 68 Requirements for marketing u d r\u: 

product subject to e bloequtveJen<v 
requirement 

12050 Bloequi valence requirement* bea^i 
on date voluntarily aubmltted 
320.00 Bloequi valence requt retire nu for a 
drug product subject to an old 
drug monograph. 

320 SI Requirements for In vivo testing of a 
drug product not meeting an in 
vitro bloequtvalcnce standard 
320.62 Requirements for maintenance of 
records of bioequivalencc testing 

Atmtoairv: Secs. 201 (p). 502. 60S. 701(a). 
62 Stat 1041-1042 as amended. 1060-1053 as 
amended. 1056 <21 VAC. 321 <p|, 362. 355 
371(a)), unloft* otherwise noted 

Subpart A—General Provision* 

§ 320.1 Definition*. 

(a) 1 Reserved 1 

<b» “Drug product” means a finished 
dosage form. e g., tablet, capsule, or solu¬ 
tion. that contains the active drug in¬ 
gredient. generally, but not necessarily. 
in association with inactive ingredients 
(c> “Pharmaceutical equivalents 
means drug products that contain Identi¬ 
cal amounts of the identical active drug 
ingredient, l.c„ the name sat or ester of 
the same therapeutic moiety. In identic] 
dosage forms, but not necessarily con¬ 
taining the same inactive Ingredient, 
and that meet the identical compendial 
or other applicable standard of identity 
strength, quality, and purity. Including 
potency nnd. where applicable, content 
uniformity, disintegration times and/or 
dissolution rates. 

<d) •‘Pharmaceutical alternatives 
means drug products that contain the 
identical therapeutic moiety, or It* pre¬ 
cursor, but not necessarily in the same 
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amount or dosage form or as the same 
salt or ester. Each such drug product in¬ 
dividually meets either live identical or 
its own respective compendial or other 
applicable standard of identity, strength, 
quality, and purity, including potency 
and. where applicable, content uniform¬ 
ity. disintegration times and/or dissolu¬ 
tion rates. 

(e> "Bioequivaient drug products’* 
means pharmaceutical equivalents or 
pharmaceutical alternatives whose rate 
und extent of absorption do uot show a 
i .unlflcant difference when administered 
at the .same molar dose of the therapeutic 
moiety under similar experimental con¬ 
ditions, cither single dose or multiple 
dose Some pharmaceutical equivalents 
or pharmaceutical alternatives may be 
r quivalent in the extent of their absorp¬ 
tion but not In their rate of absorption 
and yet may be considered bioequivaient 
because such differences in the rate of 
absorption are intentional and. are rc- 
llected in the labeling, are not essential to 
the Attainment of effective body drug 
concentrations on chronic use. or are 
considered medically insignificant for 
the particular drug product studied. 

<f) ’'Bloequlvalence requirement** 
means a requirement Imposed by the 
Food and Drug Administration for in 
vitro and/or In vivo testing of specified 
drug products which must be satisfied as 
a condition of marketing. 

Subpart B—{Reserved] 

Sob part C—Biocqui valence Requirements 
fc 320.50 I’urpoM*. 

This subpart establishes criteria and 
procedures for: 

<a) Identifying pharmaceutical equiv¬ 
alents and pharamaccutical alternatives 
that are Intended to be used Inter- 
< hungcably for the some therapeutic ef¬ 
fect and that are not bioequivaient drug 
products; and 

<b) Establishing a bloequlvalence re¬ 
quirement for these drug products. 

6 320.51 Profnluh'ii for c*iabli tiling or 
.imrniling a biorquivAlrurr requirr- 
mmt. 

*a) The Commissioner of Pood and 
Drugs, on his own initiative or In re- 
sponse to a petition by an interested 
ixrson. may propose and promulgate a 
regulation to establish a bloequlvalence 
requirement If he finds there is well- 
dorumented evidence that specific phar¬ 
maceutical equivalents or pharmaceuti¬ 
cal alternatives intended to be used in¬ 
terchangeably for the some therapeutic 
effect: 

<1> Are not bioequivaient drug prod¬ 
ucts: or 

<2> May not be bioequivaient drug 
products based on the criteria set forth in 

I 320.52: or 

*3) May not be bioequ I valent drug 
products because they are members of a 
rlass of drug products that have close 
struct ural similarity and simitar physi¬ 
cochemical or pharmacokinetic proper¬ 
ties to other drug products in the same 
class that the Commissioner finds are not 
bioequivaient drug products. 


<b> Any person submitting a petition 
to the Commissioner to propose a regula¬ 
tion to establish or amend a bioequiva¬ 
lence requirement shall submit the peti¬ 
tion under If 2.5 and 2.7 of this chapter, 
and include in the petition the applicable 
information set forth in f 320.54. 

cc> The Commissioner shall include in 
a notice cf proposed rulemaking to es¬ 
tablish a bloequlvalence requirement the 
evidence and criteria set forth in i 320.52 
that are to be considered in determining 
whether to issue the proposal. If the rule¬ 
making is proposed In response to a peti¬ 
tion. the Commissioner shall include in 
the proposal a summary and analysis of 
the relevant Information that was sub¬ 
mitted in the petition as well as other 
available information to support the es¬ 
tablishment of a bloequlvalence require¬ 
ment 

(d> The Commissioner, on his own Ini¬ 
tiative or in response to a petition by an 
Interested person, may propose and 
promulgate an amendment to a blo- 
cqulvolcncc requirement established 
under this subpart 

§ 320.52 Criteria und rvidmo* to 
V lidi a bioequivalence requirement. 

The Commissioner shall consider the 
following factors, when supported by 
well-documented evidence, to Identify 
specific pharmaceutical equivalents and 
pharmaceutical alternatives that are not 
or may not be bioequivaient drug prod¬ 
ucts and to determine whether to propose 
or promulgate a regulation to establish 
a bloequlvalence requirement for these 
products: 

<a) Evidence from well-controlled 
clinical trials or controlled observations 
in patients that such drug products do 
not give comparable therapeutic effects. 

<b> Evidence from well-controlled bio- 
equivalence studies that such products 
are not bioequivaient drug products. 

fc) Evidence that the drug products 
exhibit a narrow therapeutic ratio, e g, 
there is less than a 2-Told difference In 
median lethal dose (LDbo) and median 
effective dose (EDso) values, or ha e 
less than a 2-fold difference in the mini¬ 
mum toxic concentrations and minimum 
effective concentrations in the blood, and 
safe and effective use of the drug prod¬ 
ucts requires careful dosage tit ration and 
patient monitoring. 

<d> Competent medical determination 
that a lack of bioequivalence would have 
o serious adverse effect In the treatment 
or prevention of a serious disease or con¬ 
dition. 

<e> Physicochemical evidence that; 

<1> The active drug ingredient has a 
low solubility in water, e g., less than 5 
milligrams per 1 milliliter, or. if dissolu¬ 
tion in the stomach Is critical to absorp¬ 
tion. the volume of gastric fluids required 
to dissolve the recommended dose far ex¬ 
ceeds the volume of fluids present in the 
stomach (taken to be 100 milliliters for 
adults and prorated for infants and 
children). 

(2) The dissolution mte of one or more 
such products is slow, e g., less than 50 
percent in 30 minutes when tested using 
cither a genera] method specified in on 
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official compendium or a paddle method 
at 50 revolutions per minute in 000 milli¬ 
liters of distilled or deionized water at 
37* C. or differs significantly from that of 
an appropriate reference material such 
as an identical drug product that is the 
subject pi on approved full new drug 
application. 

(3) The particle size and/or surface 
area of the active drug ingredient is criti¬ 
cal In determining its bloavallablllty. 

<4) Certain physical structural char¬ 
acteristics of the active drug ingredient, 
*.g., polymorphic forms, conforms, sol¬ 
vates, complexes, and crystal modifica¬ 
tions, dissolve poorly and this poor dis¬ 
solution may affect absorption. 

(5) Such drug products have a high 
ratio of excipients to active ingredients, 
e.g.. greater than 5 to 1. 

(6) Specific inactive ingredients, C 4 p, 
hydrophilic or hydrophobic excipients 
and lubricants, either may be required 
for absorption of the active drug in¬ 
gredient or therapeutic moiety or, al¬ 
ternatively, if present, may interfere 
with such absorption. 

(f> Pharmacokinetic evidence that: 

(1) The active drug Ingredient, ther¬ 
apeutic moiety, or its precursor Is ab¬ 
sorbed in large part in a particular seg¬ 
ment of the gastrointestinal tract or is 
absorbed from a localized site. 

(2) The degree of absorption of the 
active drug ingredient, therapeutic 
moiety, or Its precursor is poor, e g., lew 
than 50 percent, ordinarily in comparison 
to an intravenous do6e, even when it l« 
administered in pure form, e.g., in 
solution. 

(3) There is rapid metabolism of the 
therapeutic moiety in the intestinal wall 
or liver during the process of absorption 
(first-class metabolism) so the therapeu¬ 
tic effect and/or toxicity of such drug 
product is determined by the rate os well 
as the degree of absorption 

(4) The therapeutic moiety Is rapidly 
metabolized or excreted so that rapid 
dissolution and absorption arc required 
for effectiveness. 

(5) Tlie active drug-Ingredient or ther¬ 
apeutic moiety is unstable In specific por¬ 
tions of the gastrointestinal tract and 
requires special coatings or formulations, 
e.g., buffers, enteric coatings, and film 
coatings, to assure adequate absorption. 

<6> The drug product is subject to dose 
dependent kinetics in or near the thera¬ 
peutic range, and the rate and extent of 
absorption are important to bioequ)va¬ 
lence. 

§ 320.53 Types of biocquivalrnrr rr- 
quirrmrnt*. 

(a) A bloequlvalence requirement may 
be one or more of the following, as speci- 
fllcd by the Food and Drug Administra¬ 
tion: 

(1) An in vivo test in humans. 

<2> An in vivo test in animals other 
than humans that has been correlated 
with human In vivo data. 

(3) An in vivo test in animal* other 
than humans that has not been corre¬ 
lated with human In vivo data. 

(4) An in vitro bloequlvalence stand¬ 
ard. Le. ( an in vitro test that has been 
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correlated with human In vivo blottvail- 
ubility data. 

f5) A currently available In vttro teat 
* usually a dissolution rate teat) that has 
not been correlated with human In vivo 
bioavailability data. 

\b> In vivo testing In humans shall or* 
dinar Sly be required ir there Is well-docu¬ 
mented evidence that pharmaceutical 
equivalents or pharmaceutical alterna¬ 
tives Intended to be used Interchangeably 
lor the .same therapeutic effect meet one 
of the following conditions: 

• 1 ♦ They do not give comparable ther¬ 
apeutic effects. 

<2> They are not blocqulvalcnt drug 

products. 

*3* They exhibit a narrow therapeutic 
ratio, e g . there Is less than a 2-fold dif¬ 
ference in UX. and ED* values, or there 
is less than a 2-fold difference In the 
minimum toxic concentrations and mini¬ 
mum effective concentration In the 
blood, and safe and effective use of the 
product requires careful dosage titration 
and patient monitoring. 

X : 320.31 CcmlrtfiUi of a petition to **«l*b- 
IUIi a bioequhaltmce wiulmnnil. 

a> Each person submitting a petition 
to establish a bioequivalence requirement 
under this subpart shall include In the 
petition each of the following three types 
of information to Justify this action: 

il» \ statement stunmarixing the blo- 
cquivalence problem. 

‘2* Well-documented evidence that 
the drug products for which a bloequiva- 
lence requirement should be established 
are pharmaceutical equivalents or phar¬ 
maceutical alternatives that are labeled 
to be administered at the same dose of 
the same therapeutic moiety for the 
same therapeutic effect 

<3) Well-documented evidence and 
data in the categories listed in this para¬ 
graph. as applicable, to support the con¬ 
tention that a documented or potential 
bioequivalence problem exists. 

(1) Well-documented evidence that the 
subject pharmaceutical equivalents or 
pharmaceutical alternatives do not give 
comparable therapeutic effects, togeth¬ 
er with a citation of supporting well-con¬ 
trolled observations or clinical trials tn 
patient* and a summary of their con¬ 
tents 

i ii r Well-documented evidence that 
the subject pharmaceutical equivalents 
or pharmaceutical alternatives are not 
bioequivalent drug products, together 
with appropriate data and/or citations 
of *upporting well-controlled bioequlva- 
lonce studies and a summary of their 
contents. 

«til» Well-documented evidence that 
the subject pharmaceutical equivalents 
or pharmaceutical alternatives exhibit a 
narrow therapeutic ratio, o.g.. there is 
less than a 2-fold difference hi UXo or 
EDk values, or have a less than 2-fold 
difference In the minimum toxic concen¬ 
tration and minimum effective concen¬ 
trations In the blood, and safe and effec¬ 
tive use of the drug product requires care¬ 
ful dosage titration and patient moni¬ 
toring. 


ilv) Competent medical determina¬ 
tion that lack of bloequivalenoe would 
have a serious adverse effect In the treat¬ 
ment of a serious disease or condition. 

<v> Well-documented evidence that 
the subject pharmaceutical equivalents 
or pharmaceutical alternatives, because 
of the physicochemical and/or pharma¬ 
cokinetic characteristics set forth tn 
ft 320.52 <e> and <f>. may not be bk>- 
equlvalent drug products. 

< vii Well-documented evidence to sup¬ 
port a finding that the pharmaceutical 
equivalents or pharmaceutical alterna¬ 
tives are members of a class of drug prod¬ 
ucts that have close structural similarity 
and physicochemical or pharmacokinetic 
properties similar to other drug product* 
that have been specifically slxiwn to lack 
therapeutic equivalence or bioequiva- 
lence. 

<bi Each person submitting a petition 
to establish a bioequivalencc require¬ 
ment under this subpart ti requested, but 
is not required, to include in the petition 
a description of a proposed bioequi va¬ 
lence test as follows: 

(1 * A description of any proposed cur¬ 
rent in vitro test to be used pending the 
development of a definitive tn vitro bio¬ 
equi valence standard together with the 
evidence described In paragraph <c> of 
this sectiou that this current In vitro test 
is suitable for comparing the subject 
pharmaceutical equivalents or pharma¬ 
ceutical alternatives to a reference ma¬ 
terial. 

<2» A description of any proposed in 
vitro bioequivalence standard, including 
a citation of in vivo data and other evi¬ 
dence described In paragraph CO of this 
section which support the applicability of 
the proposed In vitro bioequi valence 
standard. 

<3> A description of any proposed in 
vivo bioequivalence test. Including the 
reference material to be used and other 
technical specification needed to assure 
uniform testing of the subject pharma¬ 
ceutical equivalents or pharmaceutical 
alternatives together with a citation of 
supporting evidence described In para¬ 
graph (c) of this section and a summary 
of its contents. 

(c> Scientific evtdencc cited in the 
petition shall Include specific, precise In¬ 
formation such as: 

<1> The product names, batch num¬ 
bers. labeling, and the Identity of the 
manufacturer, packer, or dlstributo** of 
the batches of the subject pharmaceuti¬ 
cal equivalents or pharmaceutical alter¬ 
natives Included tn the studies on which 
the evidence Is bawl. 

<2» The results of all tn vitro physical 
and chemical test* conducted on the 
batches of the subject pharmaceutical 
equivalents or pharmaceutical alterna¬ 
tives to determine whether they meet 
com pencilnl or other applicable stand¬ 
ard* of identity, strength, quality, and 
purity. Including potency and. w'hcr© 
applicable, content uniformity, disinte¬ 
gration rates, and dissolution rates. 

<3> The results of any In vitro physico¬ 
chemical teat* conducted on the batches 
of the subject pharmaceutical equival¬ 


ents or pharmaceutical alternative* 
studied other than those specified in Utc 
compendial or other applicable stand¬ 
ard. e-g., particle rise. 

t4> The result* of any hi vivo blo- 
equlvalence test or In vitro bioequival- 
encc test conducted on the batches of 
the subject pharmaceutical equivalent*, 
or pharmaceutical alternatives studied 
These result* shall present a validation 
of the analytical methodology, includ¬ 
ing Uie standard curve used and a de¬ 
scription of the method of calculation of 
result*, and a description of the phar¬ 
macokinetic model and/or statistical 
model used in analyzing the data 
(5> A full description of the analyti¬ 
cal procedures and equipment used tn 
conducting an in vivo or in vitro test, on 
the subject pharmaceutical equivalent, 
or pluumaceutical alternative* 

(d) Each person submitting a petition 
to establish a bioequivalencc require 
meat under this subpArt shall include tn 
the petition copies* of published report, 
in the scientific literature and unpuL 
Ushed material that support the estab¬ 
lishment of a bioequivalence require 
ment for the subject pharmaceutical 
equivalents or pharmaceutical alterna¬ 
tives. 

<e> Each person submitting a peti¬ 
tion to establish a bioequivalencc re¬ 
quirement under this subpart shall in¬ 
clude in the petition information as to 
the availability of sufficient samples of 
the subject pharmaceutical equivalent 
or pharmaceutical alternatives studied t * 
permit confirmatory testing by the Food 
and Drug Administration. 

§ .120..>3 Requirements for hau-h not¬ 
ing «md certifimlimt lit lltr Food »**d 
Drug Administration. 

<a> If the Commissioner determim 
that Individual batch testing by the FW! 
and Drug Administration Is necessary to 
assure that all batches of the same drug: 
product meet an appropriate In vitro test 
he shall include in the biocqulvalen • 
requirement a requirement for manu¬ 
facturers to submit samples of each 
batch to the Pood and Drug Admlnbt ra¬ 
tion and to withhold distribution of the 
batch until notified by tire Pood anil 
Drug Administration that the batch may 
be introduced into interstate commerce* 
lb> The Commissioner will ordiiuirilv 
terminate a requirement for a inonufac • 
turcr to submit samples for batch term¬ 
ing an a finding that, the manufactur 
lias produced four consecutive batch. -* 
that were tested by the Pood and Drug 
Administration and found to meet th«* 
bloequlvalence requirement, unless Uu* 
public health require* that batch teath * 
be extended to additional batches 

§ 320.56 KcqitiwurwlM for In vitro lut¬ 
ing of each liulrh. 

If a bioequivalence requirement speci¬ 
fies a currently available In vitro test or 
an In vitro bloequivalenoe standard com¬ 
paring the drug product to a reference 
standard, the manufacturer shall con¬ 
duct the test on a sample of each batch 
of the drug product to assure batch-to- 
baich uniformity 
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S 320*37 K«M|iMrt*mmlA for Utr amiiuri 
of in vivo biorquiv »!</>< m ir^ling* in 
tinmanm. 

<a> If u bloequivolence requirement 
provides for in vivo teettog in humans, a 
manufacturer shall conduct this testing 
according to the procedure* m $ 320.24, 
using the most accurate, sensitive, and 
reproducible method available, and using 
the reference material specified in the 
binequivalence requirement. 

b* Clinical trials demonstrating 
Mifety and effectiveness shall be used to 
establish bioequivalence only if other 
methods are not available. 

<c> If a bioequivalence requirement 
provides for in vivo testing in humans 
using a method other than clinical trials, 
a manufacturer shall conduct this test- 
ing to assure that his product meets the 
bioequlvalence requirement even though 
his product is the subject of an approved 
full new drug anptlcntion containing 
clinical evidence of safety and effective¬ 
ness. 

.> .120..ill Itrtftiirontral* for iu.<rk« tiui* .« 
drui: produrl nulijirt »■• « n- 

Irnrr r<<|inr*xmnU 

«u> If a bioequtvaiennc requirement 
is established for m drug product subject 
to a new drug application that became 
effective before October 10. 1962. or for 
on identical, related, or similar drug 
product under 5 310.6 of this chapter, the 
product may lawfully be Introduced into 
interstate commerce as follows: 

«1> Any manufacturer who holds an 
approved full or abbreviated new drug 
application for the drug product on the 
date the btoequivnJcnce requirement be¬ 
comes effective shall submit and obtain 
approval by the Food and Drug Admin¬ 
istration of a supplemental application 
that provides evidence that the drug 
product meets the bioequivalonce re¬ 
quirement. If a supplemental application 
is submitted within the time frame speci¬ 
fied in the regulation establishing the 
bioequivalence requirement, the manu¬ 
facturer may continue to market the 
drug product unless and until the sup¬ 
plemental application Is disapproved and 
approval of the now drug application is 
withdrawn. 

<2> Any manufacturer who does not 
hold an approved full or abbreviated new 
drug application for the drug product 
on the effective date of the bloequlvu- 
lence requirement shall before Intro¬ 
ducing the drur* product into interstate 
commerce submit and obtain approval 
by the Food and Drug Administration of 
a full or abbreviated new drug applica¬ 
tion. as applicable, that' provides evi¬ 
dence that the drug product meets the 
bioequivalence requirement 

<b» If a bloequivolence requirement is 
established for a drug product subject 
to a new drug application that was ap¬ 
proved on or after October 10. 1962. the 
product may lawfully be Introduced into 
interstate commerce as follows: 

<1> Any manufacturer who holds on 
approved full new drug application for 
the drug product on the effective date 
of the bioequivalence requirement shall 
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submit and obtain approval by Che Food 
and Drug Administration of & supple¬ 
mental application that provides evi¬ 
dence that the drug product meets the 
bloequivolence requirement. If a supple¬ 
mental application is submitted within 
the lime frame specified in the regula¬ 
tion establishing the bioequivalence re¬ 
quirement, the manufacturer may con¬ 
tinue to introduce the drug product into 
interstate commerce unless and until 
the supplemental application to disap¬ 
proved and approval of the new drug 
application is withdrawn. 

12) Any manufacturer who does not 
hold an approved full new drug applica¬ 
tion for the drug product on the effective 
date of the bloequtvalence requirement 
shall, before Introducing the drag prod¬ 
uct Into interstate commerce, submit 
and obtain approval by the Food and 
Drug Administration of a full new drug 
application that provides evidence that 
the drug product meet* the bioequiva- 
lencc requirement. 

<c> If a bloequivolence requirement Is 
established for a drug product that in 
not subject to the new drug provisions 
of the act, the product may lawfully be 
introduced into tntcreUte commerce as 
follows* 

• 1 > The manufacturer records and 
maim diLg evidence that the drug prod¬ 
uct meets the biorqulvalence require¬ 
ment. Upon written request or notice in 
the Federal Rfglsti h. the manufacturer 
shall promptly submit this evidence to 
the Food angjjrug Administration. 

<2) Tlie drug product is manufactured 
in accordance with current good manu¬ 
facturing practice, ok determined by the 
requirements in Part 211 of this chapter. 

*3» The drug product is labeled tn 
cumuiimice with the act and this diopter. 

fd) A manufacturer may Introduce 
into Interstate commerce a drug product 
for which a blocquivulcnce requirement 
is established only if he complies with 
this section. Introduction of the drug 
product into Interstate commerce not In 
compliance with tilts section is illegal 
and subject to regulatory action. 

<e> Upon disapproval of a full or ab¬ 
breviated new drug application or sup¬ 
plemental application, the procedures 
for disapproval of any new drug applica¬ 
tion under section 505(d) of the act ap¬ 
ply. Introduction of the drpg product 
Involved toto Interstate commerce Is il¬ 
legal unless the Commissioner, iu his 
discretion, determine* to stay this disap¬ 
proval for a particular drug product on a 
finding that all of the following condi¬ 
tions are met: 

• 1 > The drug product was being law¬ 
fully marketed on tile effective date of 
tlie bl ^equivalence requirement, be., if 
a new drug, it was already subject to an 
approved full or abbreviated new drug 
application. 

<2> The drug product is medically nec¬ 
essary. c,g.. it Is used in treatment of a 
serious disease or condition for which 
no alternative therapy is available. 

«3) There is not an adequate supply 
of identical or similar drug products sub¬ 
ject to an approved full or abbreviated 
new drug application containing blo- 
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equivalence datu to full ill medical needs. 

14) The manufacturer submit* a full 
or abbreviated new drug application or 
supplemental application, as applicable?, 
containing an acceptable protocol for tlie 
conduct of bloequlvalencc studies and 
initiates action to conduct and complete 
the necessary studies within the time 
frame set forth in the bioequivalence re¬ 
quirement 

§ 320,39 Biox « mjuirertirrtl* 

tmikrd on data lolunturili lubmitu d 

<a> A bloequivolence requirement es¬ 
tablished under this subpart may specify 
on analytical method, eg.. a current In 
vitro test, an in vlU# bioeqtiivalence 
standard, or an tn vivo bloequlvalencc 
test, that Is based on data and informa¬ 
tion voluntarily submitted to the Food 
and Drug Administration, even though 
these data and information arc exempt 
from public disclosure under f 4.61 of 
this chapter. 

ib) A summary of the voluntarily sub¬ 
mitted data and information on which 
the bioequivalence requirement is based, 
prepared in one of the following two al¬ 
ternative ways, shall be publicly released 
when the bioequivalence requirement Is 
proposed: 

(1) The Food and Drag Administra¬ 
tion may at an appropriate time before 
proposing the bioequivalence require¬ 
ment require the person who voluntarily 
submitted the data and information to 
prepare a summary of these data and 
Information, that will be reviewed and. 
where appropriate, revised by the agency. 

(2) The Food and Drug Administra¬ 
tion may prepare Its own summary of 
these data and information. 

<c) A bioequivalence requirement may 
specify an analytical method contained 
in a petition or approved new drug ap¬ 
plication, or based on data and informa¬ 
tion voluntarily submitted to the Food 
and Drug Administration, unless the 
method serves no regulatory or compli¬ 
ance purpose and is shown to be exempt 
from public disclosure under f 4.61 of 
this chapter. 

§ 321).60 BiorquivnlriMT rcquirrmcuil* 
for 11 drug product Mibjcct to an old 
drug monograph. 

If the Commissioner establishes on 
old drug monograph for a drug product 
tor which a bioequlvalence requirement 
has been established under this subpitrt. 
tlie provisions of this subpart as they re¬ 
late to that drug product arc thereby 
revoked. 

§ 320.61 tt< quimiirnt* for in vivo till¬ 
ing of a drug produrl not inerting nn 
in vitro btocqiiivatrnrr standard. 

<tt> If a drug product fails to meet on 
in vitro bioequl valence standard estab¬ 
lished tinder this subpart and a manu¬ 
facturer nevertheless wishes to market 
the product without reformulation, the 
manufacturer may do so If he demon¬ 
strates tlie bloequivolence of the drug 
product by to vivo testtng In humans of 
three consecutive batches of the drug 
product and develops an In vitro test 
that assures the bloequivolence of hi* 
product from butch-to-batch. 
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<b) The reference material to be used 
by a manufacturer in conducting in vivo 
testing in humans under this section 
shall be a drug product that meets the 
in vitro biocquivaience standard. 

§ 320.62 Requirement* fo-r maintrjuinee 
of rerord* of bioequivalt ore tenting. 

All records of In vivo or in vitro tests 
conducted on any marketed batch of a 
drug product to assure that the product 
meets a bioequivalence requirement shall 
be maintained by the manufacturer for 
at least 2 years after the expiration date 
of the batch and submitted to the Food 
and Drug Administration on request. 

Effective date: These regulations shall 
become effective February 7. 1977. 

(Bees, 201 (p). 602. 605. 701(a), 62 fitst. 1041- 
1042 mi sine tided. 1050-1063 as amended. 1066 
(21 US.C. 321 (p), 362. 366, 371(a)).) 

Dated: December 30. 1976. 

8HEKWIN Ga«dn rx. 

Acting Commissioner of 

Food and Druvs. 

JFR Doc.77 608 Filed 1-0-77:8:46 am| 


| Docket No. 76N-0061| 

PART 314—NEW DRUG APPLICATIONS 

PART 320—BlOAVAILABlLfTY AND 

BIOEQUIVALENCE REQUIREMENTS 

Procedures for Determining the In Vivo 
Bios variability of Drug Products 

The Food and Drug Administration 
(FDA) is issuing final regulations defin¬ 
ing the term "bioavailabillty” establish¬ 
ing requirements for the inclusion of 
bioavaUability data in certain new drug 
applications and supplements, and es¬ 
tablishing acceptable procedures for de¬ 
termining the bioavailability of drug 
products. These regulations arc effective 
July 7. 1977. 

In the Fedkkal Register of June 20. 
1975 <40 FR 26157), the Commissioner of 
Food and Drugs proposed regulation* to 
define the term "bioavallabUity,** to set 
forth the purposes of bioo vail ability 
studies, and to establish methods and 
procedures for determining the bioavali¬ 
ability of drug products. Interested per¬ 
sons were invited to submit comments 
regarding the proposal on or before Au¬ 
gust 4. 1975. In response to requests, the 
Commissioner extended the comment pe¬ 
riod to September 19, 1975. notice of 
which was published in the Federal Reg¬ 
ister of Augmt 15. 1975 <40 FR 34407). 

The Commissioner received a total of 
34 written comments from individuals, 
trade and professional associations, 
pharmaceutical manufacturers, and 
State and Federal government agencies. 
Twenty of these made substantive com¬ 
ments on the^proposed regulations, 4 
coanmcnU from individual consumers 
supported action to assure drug uniform¬ 
ity, and 10 other comments were more 
closely related to other proposed regula¬ 
tions published in the Federal Register 
of June 20, 1975 (40 FR 26164), and will 
be considered along with other comments 
submitted In response to those other pro¬ 
posed regulation*. All of the comment* 


may be seen at the office of the Hearing 
Clerk, Food and Drug Administration, 
Rm. 4-65, 5600 Fishers Lane, Rockville, 
MD 20857, between the hours of 9 a m. 
and 4 pm.. Monday through Friday. 

After reviewing the comments and the 
proposed regulations, the Commissioner 
concludes that the proposed regulations 
r.hould be reorganized. He believe* that’ 
the bioavailabillty regulations pVo^osed 
in 5 320 J2 are too complex to be contained 
in only one section of the Code of Federal 
Regulations. Therefore, In the final reg¬ 
ulations he is rearranging and tedesig- 
nating proposed 1 320.2 as If 320 21 
through 320 31 and placing them In new 
Bubpart B—Procedures for Determining 
the Bioavailabillty of Drug Products, 
This action will assure that the bloavall- 
abiUty regulations are easier to find, read, 
and understand. 

To aid the reader, the following table 
is provided to show the relationship of 
the final regulations to those proposed in 
9 320.2. 

Proposed 

I 320 3(a) .A- 

1320 2(b) .—— 

1 370 2(c) . 

13202(d) (1). (2). (3), 

and (4)_—-- 

9 320.2(d) (6) (li-(rl) ... 

I 370.2(d) (6) (vll) . 

1 320 2(d)(6) - 

1 320 2(d)(7) .. 

4 320 2(d)(8) . 

I 320.2(d) (0) - 

» 320.2(e) .. 

4 3202(f).. 

The Kubstantive comments were con¬ 
cerned with various specific provisions 
of the proposed regulations and con¬ 
tained recommendations for changes. 
These comments and the Commis¬ 
sioner's conclusions concerning them 
are discussed below. 

DEnifrnoif or Bioavailabiltty 

1. One comment stated that the term 
"therapeutic moiety" in the proi> 06 cd 
definition of "bioavaliability" should be 
replaced by "parent drug and/or its 
metabolites." The comment noted that. 
In determining bioavailabillty. one Is 
limited by available methodology and 
knowledge with the result that. In mAny 
cases, there is no assurance that the 
actual therapeutic moiety Is measured. 
This comment also recommended that 
the phrase "becomes available to the 
site of drug action** be deleted since It is 
overly optimistic to presume that bto- 
ava liability data consisting of estimates 
of parent drug and/or metabolite con¬ 
centration in body fluids, rate of excre¬ 
tion, or the measurement of an acute 
pharmacologic effect provides, as a gen¬ 
eral rule, an estimate of the availability 
of the therapeutic moiety at the site of 
drug action. 

The Commissioner, while agreeing in 
principle with the comment regarding 
the term "therapeutic moiety,*’ believes 
that the term * active drug ingredient’* 
Is more appropriate and better under¬ 
stood than the term "parent drug." The 
Commissioner does not agree that the 
term '‘bioavaUability’* should refer to 


final 
f 320 3! 

I 320.24 
4 32042 

I 32046 
9 3*0.26 
• 32028 
132047 
I 3*049 

4 320.30(a) |b) 
I 32043 
I 320.3) 
f 32040(c) 


"metabolites.” Although bioavailabillty 
may be determined by measurement* of 
metabolite* in body fluids or excretory 
products, bioavailahllity per se does not 
involve absorption of metabolites. He 
also believes that in some drug products 
the therapeutic moiety, not the active 
drug ingredient, Is absorbed. Therefore, 
he concludes that the term "active drug 
ingredient or therapeutic moiety” shall 
be substituted for the term "therapeutic 
moiety” in the deffnition of "bioavall- 
ability” in $ 320.1. 

The Commissioner agrees that bio- 
uvnliability data alone do not estimate 
the availability of the therapeutic moiety 
at the site of drug action. It is scien¬ 
tifically valid to assume, however, that 
if an active drug ingredient or tliera- 
peutlc moiety reaches a reasonable ex¬ 
tent of systemic circulation at a reason¬ 
able rate, the therapeutic moiety will 
also become available at the site of drug 
action, e.g>. brain, heart, or kidneys. For 
this reason, the Commissioner concludes 
that reference to availability at site of 
drug action should not be deleted. He 
also believes that omission of such a 
reference would incorrectly focus the 
definition of bioavailabliity exclusively 
on absorption of the active drug Ingredi¬ 
ent or therapeutic moiety from the drug 
product. Even where such absorption is 
total, the product may not be bioavaii- 
able because an Insufficient amount of 
the active drug ingredient or therapeu¬ 
tic moiety reaches the systemic circula¬ 
tion. In certain instance*, e-g., high first- 
pass metabolism in the liver or rapid 
renal clearance, the active drug ingredi¬ 
ent or therapeutic moiety mu*t be ab¬ 
sorbed at a rate sufficient to overcome 
the metabolic or elimination mechanism 
and reach the systemic circulation so 
tliat the therapeutic moiety will become 
available at the site of drug action In 
sufficient amounts to elicit the intend¬ 
ed therapeutic effect. 

The Commissioner also conclude* that 
it is Inappropriate to Include in tlie defi¬ 
nition of bioAvailibllity the means by 
which bioavailabilitv is usually estimat¬ 
ed. Therefore, in I 320.1 of the final reg¬ 
ulations he is defining bioavailabillty as 
"the rate and extent to which the active 
drug ingredient or therapeutic moiety is 
absorbed from a drug product and be¬ 
comes available at the site of drug ac¬ 
tion.” He is deleting the phrase "usual¬ 
ly as estimated by its concentrations in 
body fluids rate of excretion, or acute 
pharmacological effect'* from the pro¬ 
posed definition of bioavaUability. The 
measurements usually used in a determi¬ 
nation of bioavailability are setTorth in 
I 320.24(a) of the final regulations. 

2. Another comment suggested that 
the definition of bioavailabillty he re¬ 
stricted to the time course of the ad¬ 
ministered drug in the systemic circu¬ 
lation. This comment stated that it b Im¬ 
portant that the time dependency of the 
event be emphasized because It Is critical 
to the definition and, while urinary ex¬ 
cretion and acute pharmacological ef¬ 
fects arc important methods, they are 
used under the assumption that they re- 
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licet, via a linear transformation. the 
rate and extent of availability to the 
general circulation. Thun, the concept of 
bloavnilability to understood by most of 
rhe pharmaceutical scientific community 
to mean the rate and extent of absorp¬ 
tion from those* drug products in which 
the object of the formulation Ik to put 
the active drug ingredient Into tile sys¬ 
temic circulation. The comment also sug¬ 
gested that the definition be restricted to 
systemic drug products since bftoav&U- 
obihty of products Intended for topical 
or local use Is not measured by the rate 
and extent of absorption from these 
products into the systemic circulation. 

The Commissioner disagrees that bto- 
!v a liability Is determined only by meas¬ 
urement of the concentration of the ac¬ 
tive drug ingredient or therapeutic 
moiety in the systemic circulation. He 
concludes that other methods used for 
determining bioavailability, eg., meas¬ 
urements of urinary excretion rates or 
acute pharmacological effects, are based 
on valid scientific assumptions that are 
understood and accepted by the scientific 
community. He also finds that such a re¬ 
pletion is not practicable in view of 
available methodology and scientific: 
knowledge. 

The Commissioner also disagrees that 
the definition of bioavoilabJUty should be 
restricted to systemic drug products. The 
concept of bkmvailability applies to all 
drug products. The Commissioner ac¬ 
knowledges. however, that a requirement 
for bloavailabUity studies should not ap¬ 
ply to certain drug products, e.g.. topical* 
for local therapeutic effect. Section 
320.22 of the final regulations sets forth 
the criteria that FDA will use to waive a 
requirement for the submission of evi¬ 
dence of in vivo bloavallability. 

3. A third comment stated that, to 
avoid ambiguity and confusion, the term 
bloavailabUity should be redefined to al¬ 
low a determination of bloavailabUity by 
measurement of a number of physJcit! di¬ 
mensions. The comment suggested that 
bioavaUahUity be defined as “the sum of 
knowledge that allows one quantitatively 
to define, insofar as is technically feasi¬ 
ble. the dynamic Interrelations among 
the following; (a) The time-dependent 
drug release from a pharmaceutical 
product. (b> the time-dependent concen¬ 
trations of drug In various body fluids 
and tissues. <c) the time-dependent con¬ 
centrations of drug at the sites of its ac¬ 
tions, <d> the time-depond'■nt actions of 
the drug, *e» the time-dependent rates 
at which drug leaves the body, by Its 
metabolic conversion to other substances 
and by the excretion of unaltered drug 
and Its metabolites through various 
routes-” 

• The Commissioner concludes that the 
definition suggested in the comment is 
not practical for regulatory purposes. 
The concepts set forth In the suggested 
definition are more properly related to 
the broad subject of pharmacokinetics 
and pharmacodynamics, than to the 
more limited concept of bloavailabUity. 
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Rrqunt kmxnts fok Submission 01 
BiOAVAnjimimr Data 

4. Two comments regarding proposed 
9 320.2<a> Indicated that, although there 
is great emphasis in the proposed regula¬ 
tions on bloavailabUity problems derived 
from active drug ingredients, this some 
emphasis Is not given to the effects that 
changes in inactive ingredients may have 
on bioavatlabUity. These comments 
stated.that subtle inclusions or changes 
of inactive ingredients in a drug product 
may have a significant effect on bloavail- 
ability. Another comment Indicated that 
changes in dyes, flavors, or preservatives 
are not necessarily good examples of slg- 
nifleant changes in product formula¬ 
tions. The comment suggested that bet¬ 
ter examples of significant changes re¬ 
quiring 'bloavailabUity tests are changes 
in excipients, tablet compression, coat¬ 
ings. vehicles, and particle size. One com¬ 
ment noted that the phrase “significant 
change In product formulation” in pro¬ 
posed 9 320.2(a) <1> is too narrow and 
vague and suggested the phrase be re¬ 
vised to read “changes beyond the varia¬ 
tions provided for in the application with 
respect to product formulation.** 

The Commissioner agrees with these 
comments and concludes that any pro¬ 
posed change in the manufacturing 
process, including a change In product 
lonnuintlon or dosage strength, beyond 
the variations provided for In the ap¬ 
proved application must first be evalu¬ 
ated and approved by FDA. These re¬ 
quirements i re included in 9 320.21(b) of 
the final regulations. 

The Commissioner advises that post 
FDA policy has been to require in vivo 
bloavallability data (particularly phar¬ 
macokinetic data) in a supplemental 
application proposing a change In the 
labeling to provide for a new indication 
for use, a new dosage regimen, or an ad¬ 
ditional dosage regimen for a special 
patient population, e.g.. infants, if clin¬ 
ical studies are required to support the 
proposed change in the labeling. 

In the final regulations the Com¬ 
missioner in redesignating proposed 
I 320.2(a) os 9 320.21. He is also expand¬ 
ing 9 320.21 to clarify the requirements 
for the submission of in vivo bioavailabil¬ 
ity data In a full or abbreviated new drug 
application < NDA > or supplemental ap¬ 
plication. Section 320.21 requires that 
any full or abbreviated NDA. and certain 
supplemental applications, submitted 
after July 7, 1977, must include either 
evidence demonstrating the in vivo bio- 
availability of the drug product that Is 
the subject of the application or infor¬ 
mation to permit FDA to waive this re¬ 
quirement. (The conditions Justifying 
waiver ore discussed below.) Supple¬ 
mental applications for which bloavali- 
abillty data or waiver Information is re¬ 
quired are those proposing (&> a change 
in the manufacturing process, including 
a change in product formulation or 
dosage strength, beyond the variations 
provided for in the approved application, 
or fb> a change In the labeling to provide 
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- *r a new indication for use. a new 
dosage regimen, or an additional dosage 
regimen for a special patient population. 
Blowvaliability data or waiver Informa¬ 
tion are required for a proposed change 
in die labeling only if clinical studies arc 
required to support the proposed change. 

5. One comment suggested that Uie 
words ’'concerning a significant chunge 
in product formulation** be odded after 
the words “supplemental application" in 
proposed 9 320 2«n > (2). The suggestion 
was made in order that the wording of 
paragraph (a) <2> may be consistent with 
the wording of paragraph (a) (1). 

The wording In proposed S 320.2(a) (2) 
was intended to be consistent with tho 
wording of proposed 9 320.2<aMl>. The 
inconsistency Is eliminated In 9 320.21 of 
Uie final regulations, but the word "sig¬ 
nificant” has been deleted as discussed in 
paragraph 4 above. 

0. Two comments recommended that 
the requirements of proposed 9 320.2<a> 
11 ) and (2) regarding the submission of 
bloavailabUity data in an original NDA 
be deleted. The comments stated that Uie 
inclusion of such data is unnecessary and 
may contribute to unwarranted delay in 
approval of the applicaUon. FurUicr- 
more, Uiey argued, there Ik no need to 
show bloavailabUity of a drug product 
subject to an original NDA since the 
product must by clinical data be proven 
effecUve and, therefore, bioavailable. 

The Commissioner disagrees with these 
comments. As discussed in paragraph 1 
of Uie preamble to the proposal of 
June 20.. 1975 (40 FR 20157). bioavall- 
abllity data are necessary to define the 
pharmacokinetic profile of the new drug 
and to evaluate the adequacy of Uie pro¬ 
posed labeling recommendation regard¬ 
ing dosage and administration. These 
pharmacokinetic data are also needed to 
assure that the dosage formulation in¬ 
tended for marketing has Uie same char¬ 
acteristics as the dosage formulation 
used In clinical studies to determine 
safety aud effectiveness and that there is 
batch-to-butch consistency. The inclu¬ 
sion of bloavailabUity data in the appli¬ 
cation wiU assist in evaluating future 
product reformulations or changes in 
manufacturing processes. As also noted 
In the preamble to the proposal, a clini¬ 
cal trial to establish the safety and ef¬ 
fectiveness of a drug product is the least 
accurate, sensitive, and reproducible 
method for determining bloavuUabUity 
and is adequate only when other methods 
arc not available. 

7. Under section 505) j) of the Federal 
Food, Drug, and Cosmetic Act (21 U S.C. 
355( J)), FDA may require a holder of 
an approved full or abbreviated NDA 
to conduct additional in vivo studies to 
demonstrate the bloavailabUity of the 
drug product that Is the subject of the 
application. The Commissioner there¬ 
fore Is including In 9 320 21(f) of the 
fiual regulations a requirement for the 
submission of in vivo bloavailabUity data 
if FDA notifies the applicant that there 
ore data demonstrating that Uie 
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dosage regimen in the labeling is based 
on incorrect assumptions or facts re¬ 
garding the pharmacokinetics of the 
drug product and following this dosage 
regimen could potentially result in sub- 
therapeutic or toxic levels, or <b) there 
Is significant intra-batch or batch-tn- 
batcli variability, e.g., plus or minus 25 
percent, in the bioavail ability of the drug 
product. The Commissioner advises that 
these requirements represent existing 
FDA policy under section 505<j) of the 
act. Notice-and-comment rule making 
procedures are not a prerequisite to pro¬ 
mulgation of 1 320.21 (() with these final 
regulations, because it imposes no reg¬ 
ulatory requirements but merely de¬ 
scribes the criteria used by FDA in de¬ 
termining when to require an NDA 
holder to submit evidence demonstrating 
in vivo bioavnllabllity. Section 505(J) of 
the act authorizes FDA to require, either 
by general regulation or by order with 
respect to a specific NDA, an applicant 
to make reports with respect to the drug 
subject to the application For these 
reasons, the Commissioner finds it un¬ 
necessary to utilize notice-and-comment 
procedures in adopting 1320 21 (f); he 
does, however, Invite comments to de¬ 
termine whether these criteria should 
be amended, modified or revoked. In¬ 
terested persons may. on or before 
March 8. 1077, file with the Hearing 
Clerk. Food and Drug Administration. 
Rm. 4-65, 5800 Fishers Lane. Rockville, 
MD 20&57. written comments in quin- 
tuplicate on 1320 21(f). Comments re¬ 
ceived will be available for public inspec¬ 
tion at the above office between the hours 
of 0 ojn. and 4 p.m., Monday through 
Friday. Any changes Justified by such 
comments will be the subject of a fur¬ 
ther order. 

8 . The Commissioner, to clarify the 
Intent of ft 320.21. has included in 1320 - 
21 (g) a statement that the requirements 
for the submission of evidence demon¬ 
strating in vivo bloavallabillty apply only 
to a full or abbreviated NDA or supple¬ 
mental application for a finished dosage 
formulation. 

GrttHUL Apfroachks row DrrE&MiNiNn 
BlOAVAI LABILITY 

0. One comment suggested that the 
term ’‘therapeutic moiety" in proposed 
§ 320.2(b) (2) <ii) be replaced by the term 
"parent drug and/or its metabolites." 
The comment noted that the acute phar¬ 
macologic effect measured may not al¬ 
ways be elicited by the therapeutic 
moiety. 

The Commissioner agrees, in principle, 
with this comment. He concludes, how¬ 
ever, that the term "active drug In¬ 
gredient” is more appropriate than "par¬ 
ent drug." He is revising 19 320.21 
through 320.31 of the Anal regulations 
to expand the term "therapeutic moiety" 
to Include the active drug ingredient and 
metabolites, as appropriate. 

10. One comment recommended that 
proposed I 320.2(b) (2) (li) be revised to 
specify that the acute pharmacological 
effect that forms the basis of a bioavall- 
abillty study should bear a relationship 
to the anticipated therapeutic effect of 
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the drug product and not an ancillary 
side effect. The comment indicated, for 
example. It would be inappropriate to 
base a bioa variability evaluation of an 
antidepressant or other drug affecting 
the central nervous system on an acute 
cardiovascular or other peripheral phar¬ 
macologic response elicited by the com¬ 
pound. 

The Commissioner disagrees with this 
comment. The purpose of a bioavailabil¬ 
ity study Is to determine the rate and 
extent of the absorption of the active 
drug Ingredient or therapeutic moiety 
from a drug product He concludes that 
it is scientifically valid to determine bio- 
availability by a measurement of an 
acute pharmacological effect that Ls at¬ 
tributable to the systemic circulation of 
the active drug ingredient or therapeu¬ 
tic moiety, even though this effect does 
not bear a direct relationship to the drug 
product's anticipated therapeutic effect. 
For example, FDA has contracted for 
bioavailability studies on chlorproma- 
xine hydrochloride <an antiemctic or 
antipsychotic agent) that relate absorp¬ 
tion of the drug to its pharmacological 
effect on the eye. 

11. One comment regarding proposed 
ft 320.2(b) (2) (ill) stated that, although 
a well-control led clinical trial may in 
the abstract seem a less sensitive means 
of determining bioavailability, such a 
trial Is the superior means Tor determin¬ 
ing therapeutic effectiveness, which Is 
the intended goal of bloavailabllity 
studies in the first place. The comment 
noted that proposed ft 320.2(b) Implies 
that bioavailability studies produce 
more reliable data than the well-con¬ 
trolled clinical trial for determining 
therapeutic equivalence among drug for¬ 
mulations and tends to give the bio- 
nvailability study greater importance 
than It deserves. The comment sug¬ 
gested that some statements be put in 
the regulations to reflect a balanced 
perspective regarding clinical trials. 

The Commissioner agrees that clinical 
trials are the optimal method for deter¬ 
mining the effectiveness of a drug prod¬ 
uct. It is not. however, the intent of a 
bloavallabillty study to demonstrate ef¬ 
fectiveness. The purpose of a bioavail¬ 
ability study is to determine the rate 
and extent of absorption. If a drug 
product is not bionvailable. it cannot be 
regarded as effective. However, a deter¬ 
mination that a drug product is bio- 
available is not in itself a determination 
of effectiveness. The requirement for evi¬ 
dence of bioavailability is intended to 
suuplemcnt. nor replace, clinical evi¬ 
dence of effectiveness. Although clinical 
trials do demonstrate the bioavailability 
of n drug product, such trials are not 
ps accurate, sensitive, or reproducible 
as other methods, e.g., blood level rtudJes, 
for obtaining bioavailabUlty data. There¬ 
fore. the Commissioner concludes that 
no revision of the regulations is 
necessary. 

12, One comment stated that it Is 
evident that safety and effectiveness, as 
established in clinical trials, are direct 
evidence of whether the product is ab¬ 
sorbed. For this reason, it is inappro¬ 


priate to Impose a retroactive require 
ment for in vivo bloavailabllity data on 
NDA holders who have conducted clini¬ 
cal trials to establish safety and effec¬ 
tiveness, except In those Instances of sig¬ 
nificant changes in product formulation 

The Commissioner advises that the 
bloavailabllity regulations do not require 
a current holder of an approved NDA 
to submit bioavai’abUlty data on the drug 
product (hat is the subject of the appli¬ 
cation. To conserve testing resources and 
to Implement the requirements for the 
submission of bioavnllabllity data in an 
orderly manner and with logical priori¬ 
ties, the regulations are being applied 
prospectively to all future NDA’s and fu¬ 
ture supplements to existing NDA*s. The 
Commissioner believes that this approach 
is Justified because clinical trials on drug 
products subject to existing NDA’s create 
a presumption of bloavnilability that 
should remain unless there is evidence to 
the contrary. 

13. One comment, noting that proposed 
ft 320.2(b) Cl) sbites that bioavailabiUty 
testing shall be conducted using the most 
accurate and sensitive approach avail¬ 
able. questioned whether n manufacturer 
will be required to conduct additional 
bioovaffabllity studies If a more sensitive 
method becomes available after he com¬ 
pletes such studies for his drug product 
using a less sensitive method. 

The Commissioner advises that a 
manufacturer may be required to con¬ 
duct additional bloavailabllity studies if 
a more sensitive method becomes avail¬ 
able and if there is evidence that the 
method used by the manufacturer Is not 
adequate to demonstrate the bioavail¬ 
ability of the drug product. The Commis¬ 
sioner believes that, in view of limited 
testing resources. It is impractical and 
not in the interest of public health to 
require retesting whenever a more sensi¬ 
tive method becomes.available, particu¬ 
larly if this new method Is only mar¬ 
ginally more sensitive than previous 
methods. 

14. One comment suggested that pro¬ 
posed f 320.2 specify that an IsotopicaUy 
labeled drug product may be used for 
assay in those cases where a more specific 
assay method is not available. 

The Commissioner does not rule out 
studies using radioactive or nonradio- 
active isotopes; however, each such 
study must be coasidered on an ad hoc 
basis. The Commissioner concludes that 
a bioavailabUlty study using an isotop- 
Ically labeled drug may be deficient In 
that such a study involves a nommu * 
ketablc form of Uic drug product. The 
key to proper bioavailabUity studies is to 
use the dosage form intended for com¬ 
mercial distribution. If an teotopfcally 
labeled version of the drug product Is 
used, it means that a special form of the 
active drug ingredient is being used. This 
version may differ In polymorphic form. 
particle size, or other physicochemical 
characteristics from the nonlabeled 
active drug ingredient. The bloavailabll- 
ity of the Isotoplcally labeled drug prod¬ 
uct may differ from the nonlabeled drug 
Such studies, however, may be approved 
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if the in vivo performance of the 
isotopically labeled drug product is fully 
characterized to assure that it is equiva¬ 
lent to the dosage form intended for 
commercial distribution. The Commis¬ 
sioner is including in 9 320.24<d» c4> of 
the final regulations specific reference to 
radioactive and nonradioactlve isotop- 
ically labeled drug products. The Com¬ 
missioner concludes that a bioavailability 
study involving a nonradioactive iso top - 
ically labeled drug product need not be 
conducted under a “Notice of Claimed 
Investigational Exemption for a New 
Drug ’ if the study is. otherwise exempt 
from such a requirment under 9 320.31. 
There is no evidence that the use of a 
nonradioactive isotope per se presents a 
hazard to research subjects. The use of a 
radiooctively labeled drug product in a 
bioavailabllity study shall be under a 
Notice of Claimed Investigational 
Exemption for a New Drug*’ submitted 
under 9 312.1. The Commissioner is In¬ 
cluding this requirement in § 320.3|(a> 
<2> of the final regulations. 

Criteria tor Waiver or In Vivo 
Bioavailamljty Data 

15. One comment stated that proposed 
I 320.2(c) <2> (1) should be revised by 
adding the words "or oral" after "intra¬ 
venous." This revision would permit 
waiver of evidence of in vivo bioavail- 
abllity for a drug product in solution for 
oral use. 

The Commissioner does not fully agree 
with this comment. Any oral dosage 
form, solution or otherwise, must be 
formulated and manufactured in such a 
manner that the active drug ingredient 
or tiierapeutic moiety is released from 
the drug product and becomes bioavall- 
uble, i.e.. the active drug ingredient or 
therapeutic moiety is absorbed into the 
systemic circulation and becomes avail¬ 
able at the site of drug action. Although 
release of the active drug ingredient or 
therapeutic moiety is not a factor in an 
oral .solution, absorption into the sys¬ 
temic circulation depends upon many 
factors, including the pKa < tlie negative 
logarithm of the ionization constant of 
a chemical compound) of the active drug 
ingredient or therapeutic moiety, the pH 
of the physiological environment, lipid 
solubility, viscosity of the solution, the 
presence of certain inactive ingredients, 
and the stability of the active drug in¬ 
gredient or therapeutic moiety in the 
gastrointestinal tract. The fact that an 
oral drug product is in solution does not 
guarantee its absorption into the sys¬ 
temic circulation. The Commissioner 
concludes, however, that the require¬ 
ment for the submission of In vivo blo- 
avaliability data shall be waived if a drug 
product (a) is an oral solution, elixir, 
syrup, tincture, or similar other solu¬ 
bilized form, (b> contains an active drug 
ingredient or therapeutic moiety in the 
same concentration as a drug product 
that is the subject of an approved full 
NDA, and (c) contains no inactive in¬ 
gredient that Is known to significantly 
affect absorption of the active drug In¬ 
gredient or therapeutic moiety. Section 
320.22(b) <$> of the final regulations per- 
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mils this waiver it all of these conditions 
are met. 

16. Proposed 5 320.2(c) (2Mi) could be 
interpreted as permitting waiver of the 
submission of ir vivo bioavailability data 
for any intravenous solution. 

The Commissioner advises that this 
was not the intent of the proposal. Bio- 
availability data arc needed to support 
dosage recommendations if the intra¬ 
venous solution contains <a' an active 
drug ingredient or therapeutic moiety 
that Is not the subject of an approved 
full NDA or «b) an active drug ingredient 
or therapeutic moiety that is the subject 
of an approved full NDA but which has 
not been approved for use in on intra¬ 
venous solution In the same solvent and 
concentration. The Commissioner is 
clarifying the proposal's intent in the 
final regulations. Section 320.22(b> (1 » 
permits waiver of the submission of in 
vivo btoavailability data if the intra¬ 
venous solution contains an active drug 
ingredient or therapeutic inolety in the 
same solvent and concentration as an 
intravenous solution that is the subject 
of an approved full NDA. 

17. One comment regarding proposed 
9 320.2(0(2) <li» and (ili> stated that 
the term bioavailabllity is simply unsuit¬ 
able when applied to vehicles te.g., emol¬ 
lients and syrups» and devices. Another 
comment stated that products such as 
emollients to the skin or syrups used as 
flavored placebos are not drugs as de¬ 
fined in section 210<g> of the act <21 
U.S.C. 321 <g>) or drug products as de¬ 
fined in 5 320.1 <b> of the proposed pro¬ 
cedures for establishing a bloequivalence 
requirement and the final regulations 
published elsewhere in this issue of the 
Federal Register. The comment recom¬ 
mended that these examples be deleted 
from the proposed regulations. 

Tlie Commissioner advises that the 
intent of proposed 9 320.2(c) <2> (ii> and 
(ill) was to specify kinds of drug prod¬ 
ucts for which evidence of in vivo bio- 
availability may be ivalved. The Com¬ 
missioner disagrees that emollients to 
the skin or syrups used as flavored place¬ 
bos arc not drugs. Such products may 
be drugs depending upon their intended 
use. To clarify the intent of the proposal, 
the Commissioner is revising tlie final 
regulations. Section 320.22ib» permits 
waiver of tlie submission of in vivo bio- 
availability data if the products bio¬ 
availability is self evident or not neces¬ 
sary for the product to achieve any of its 
intended purposes. This section permits 
waiver if tlie product Is a topically ap¬ 
plied preparation intended for local 
therapeutic effect. The Commissioner is 
deleting the reference to devices such as 
lenses for the eye and surgical sutures. 
These devices are subject to and will be 
regulated under tlie provisions of the 
Medical Device Amendments of 1976. not 
the new drug provisions of the act, 

18. Four comments regarding proposed 
9 320.2(c) <3> stated that bioavailabllity 
cannot be established or guaranteed by 
an In vitro test without proper in vivo 
correlation. 

The Commissioner concludes that, un¬ 
der the conditions set forth in f 320.22 
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(d* of the final regulations, bloavall- 
ability may be demonstrated by evidence 
obtained in vitro in lieu of in vivo data. 
These conditions allow in vitro testing 
only if <a> the in vitro test has been cor¬ 
related with In vivo data, <b» the test 
product is compared to a reference ma¬ 
terial that lias been shown to be bio- 
available. or <c> the test product is com¬ 
pared to an identical drug product that 
is the subject of an approved full or 
abbreviated NDA. The Commissioner be¬ 
lieves that this approach is Justified in 
view of the limited resources available 
for in vivo testing and is In keeping with 
tlie guiding principle that no unneces¬ 
sary human research should be done, 

19. One comment stated that in vitro 
testing may be adequate to demonstrate 
the equivalence of a reformulated drug 
product if the reformulation involves 
changes in color, flavors, or preserva¬ 
tives. 

The Commissioner agrees and the final 
regulations under $320.22<dH4) permit 
in vitro testing when the proposed re¬ 
formulated drug product is identical, ex¬ 
cept for color, flavor, or preservatives, to 
another drug product made by the some 
manufacturer, e g., the same product be¬ 
fore reformulation, and if the in vitro 
test approved by FDA compares the re¬ 
formulated product to tlie other drug 
product and that other product has pre¬ 
viously been shown to be bioavallablc. 

20 One comment noted that proposed 
9 320.2(c> (3M11) requires the use of an 
in vitro dissolution test. The comment 
stated that in vitro indicators other than 
dissolution tests have been used that 
successfully correlate with in vivo results 
and recommended that the statement "in 
vitro dissolution test" be changed to read 
"in vitro test." 

Tlie Commissioner agrees and is 
amending the final regulations to delete 
the word "dissolution" wherever it ap¬ 
pears m conjunction with a requirement 
for in vitro testing. 

21 . Tlie Commissioner concludes that 
the requirements for the submission 
of evidence demonstrating the in vivo 
bioavailabllity of a solid ora! dosage 
form i other than an enteric coated or 
controlled release dosage form) of a 
drug product determined to be ef¬ 
fective for at least one indication 
in a DESI (Drug Efficacy Study Im¬ 
plementation) notice, or identical, 
related, or similar to such a drug 
product under 9 310.6 (21 CFR 310.6). 
shall be waived if the drug product is 
neither one of those identified in the 
preamble to the proposed bloequivalence 
regulations as having an actual or po¬ 
tential bloequivalence problem (see pro¬ 
posed procedures for establishing a bio¬ 
equivalence requirement published in the 
Federal Register of June 20, 1975 <40 
FR 26164) > nor an identical, related or 
similar drug product. Tlie FDA. in pre¬ 
paring the proposed bioequivalence reg¬ 
ulations. reviewed all of the drug prod¬ 
ucts evaluated as effective for at least 
one indication in a DESI notice and de¬ 
termined that, except for those drug 
products listed In the preamble, there is 
at the present time no evidence that 
these drug products have a known or 
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potential bioequivalence problem. The 
Commissioner believes that this approach 
is Justified in view oI the limited avail¬ 
ability of resources for in vivo testing 
and is in keeping with the guiding prin¬ 
ciple that no unnecessary human re¬ 
search be conducted. The Commissioner, 
on his own initiative, lias amended 
ft 320.22<c* of the final regulations to 
permit such a waiver. Section 320.22(0 
specifies those drug products determined 
to be effective for at least one indication 
in a DESI notice that have been Identi¬ 
fied by FDA as having a known or po¬ 
tential bioequivalence problem. Those 
drug products arc the same as those 
listed in the preamble to the proposed 
bioequivnicnce regulations except that 
drug products not evaluated as effective 
for at least one indication have been 
deleted. 

The Commissioner advises that, on an 
ad hoc basis, additional data regarding 
product specifications or testing may be 
required for approval of a full or abbre¬ 
viated NDA for individual drug products 
if these data are needed to assure proper 
manufacturing controls or biophnnna- 
eeutical quality. These data may include, 
among others, requirements regarding 
particle size or in vitro dissolution 
testing. 

The Commissioner also advises that 
the requirements of Subpart B of Part 
320 regarding thfc submission of bioavail¬ 
ability data for drug products evaluated 
as effective for at least one indication in 
a DESI notice, or identical, related, or 
similar to such products under ft 310,6. 
supersede all requirements for the sub¬ 
mission of bioavailability data in prior 
individual DESI notices. The Commis¬ 
sioner also advises that the procedures 
for establishing a bioequivaience require¬ 
ment <see Subpari C of Part 320 pub¬ 
lished elsewhere in this issue of the 
Ft dural Register > will be used to estab¬ 
lish requirements for the submission of 
bioequivaience data for drug products 
evaluated in the Drug Efficacy Study. 
When a bioequivaience requirement to 
established for any of the drug products 
listed in ft 320.22 ‘c>. the Commissioner 
will act to amend this section to delete 
the drug product. 

22. The Commissioner, on his own ini¬ 
tiative. is also amending ft320~22<ei of 
the final regulations to permit FDA, for 
good cause, to defer or waive a require¬ 
ment for the submission of evidence of 
in vivo bioavailability if deferral or 
waiver to compatible with the protec¬ 
tion of the public health. The Commis¬ 
sioner believes that these provisions are 
necessary to allow FDA to permit the 
continued marketing of medically im¬ 
portant drug products while adequate 
methodology to being developed or bio- 
availabUity studies are being conducted. 
For example, FDA may defer or waive 
the requirement for the submission of 
evidence of in vivo bioavailability when 
FDA. on the basis of new evidence, re¬ 
quires manufacturers to reformulate 
their products to delete an Inactive in¬ 
gredient The FDA may also defer such 
a requirement if adequate methodology 
to not available for in vivo testing. The 
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Commissioner believes that such a de¬ 
ferral to necessary to avoid the conduct 
of an Improper study and unwarranted 
human research. In deferring or waiv¬ 
ing such a requirement. FDA will con¬ 
sider whether protection of the public 
health will best be served by such de¬ 
ferral or waiver or by removal from the 
market of the drug products until the 
required data are submitted in a sup¬ 
plemental application. 

Guidelines roe the Conduct or Is Vivo 
Bioavaiiabkuty Studies 

23. Two comments suggested that the 
guidelines for the conduct of in vivo blo- 
Hvailability studies be revised to indicate 
that, for systemic drug products, the 
reference material of choice to the same 
active drug ingredient or therapeutic 
moiety administered Intravenously in 
solution. 

The Commissioner doer, not agree that 
the intravenous administration of a so¬ 
lution of the active drug ingredient or 
therapeutic moiety to necessarily the ref¬ 
erence material of choice its determin¬ 
ing the in vivo bioavailability of systemic 
drug products. Intravenous solutions can 
be utilized only if there are data avail¬ 
able that demonstrate the safety of the 
intravenous administration of the active 
drug ingredient or therapeutic moiety, 
to assure that the intravenous adminis¬ 
tration to not toxic or does not produce 
adverse, life-threatening effects. In the 
absence of information about the per¬ 
formance of the intravenous adminis¬ 
tration of the drug in humans, such 
studies should be limited to animal*. 

Reference Materials 

24. Three comments recommended 
that proposed ( 320.2<d) (1) ti> be re¬ 
vised to make clear that the use of an 
oral solution or suspension as a refer¬ 
ence material can give only an index of 
the relative bioavailobillty, because a 
comparison with that form and the 
pharmacokinetic description derived 
will always contain the unknown factor 
of the fraction of the dose absorbed. 
Moreover, it to quite conceivable that a 
dosage form could be developed which, 
by means of surfactant, buffering, or 
other pharmaceutical techniques, show's 
better bloavailabUlty than a solution or 
suspension form of an inherently poorly 
absorbed drug. 

The Commissioner recognizes that 
only an index of the relative bioavail- 
abllity can be determined by the com¬ 
parison of a drug product to an oral so¬ 
lution or suspension of the active drug 
Ingredient or therapeutic moiety. Tills 
was the intent of the proposed regula¬ 
tions. Section 320.25<d> of the final reg¬ 
ulations, however, provides for a deter¬ 
mination of absolute bioavuil ability 
where necessary and where data are 
available to show that the reference ma¬ 
terial may safely be administered intra¬ 
venously in humans. 

25. Another comment regarding pro¬ 
posed ft 320.2<d> <1> (i) stated that the 
reference material should be a solution 
of the product or other appropriate dos¬ 
age form but not a suspension because 


of the bioavailability variability of the 
suspension dosage form. This comment 
stated that in many instances a suspen¬ 
sion of a poorly soluble active drug in¬ 
gredient may be more poorly absorbed 
than a well-formulated tablet because of 
the presence of suspending agent* which 
add viscosity, may bind to the ingredi¬ 
ent, and, in general, may decrease both 
the rate and extent of absorption. 

• The Commissioner has determined 
tliat the provision of proposed ft 320.2 
<d><lHi> <now ft 320.25(d)(1) > allow¬ 
ing for the use of an oral suspension as a 
reference material is Intended to cover 
those instances where the active drug 
ingredient or therapeutic moiety was not 
soluble in a solvent that to generally 
recognized as safe for human consump¬ 
tion. In such cases, a suspension may be 
an appropriate reference material pro¬ 
vided any suspending agents used in pre¬ 
paring the suspension do not affect the 
bioavailability of the suspension and ore 
generally recognized as safe for human 
consumption. 

26. One comment questioned the ex¬ 
ample cited in the lost sentence of pro¬ 
posed ft 320.2(d)(1)(lit providing tliat. 
in the case of a newly marketed tablet of 
a drug already marketed for intravenous 
administration only, the reference ma¬ 
terial shall ordinarily be not only the 
currently marketed intravenous solu¬ 
tion but also the pure drug substance in 
an oral solution or suspension. The com¬ 
ment stated that it to difficult to see the 
benefit of the additional sampling nec¬ 
essary for a three-way study Involving 
an oral solution or suspension of the 
drug when the optimum reference for 
bioavailability already exists as the in¬ 
travenous form, unless the compound or 
product to such as to raise the suspicion 
of a problem with the bioavailability of 
the oral dosage form. 

The Commissioner concludes that 
when a new dosage form of a drpg ‘al¬ 
ready marketed in another dosage form‘ 
to proposed for marketing. It to necessary 
to characterize fully the pharmacoki¬ 
netic profile of the new dosage form to 
support dosage recommendations. The 
selection of the reference material de¬ 
pends upon the scientific questions to be 
answered and the data needed to estab¬ 
lish dosage recommendations. He agrees 
with this comment, however, that in the 
specific example cited such information 
can be obtained using the intravenous 
dosage form of the drug product as the 
sole reference material and in ft 320.25 
<d> of the final regulations has deleted 
the example. 

27. Two comments stated that pro¬ 
posed ft 320.2(d) (l)(li> does not ade¬ 
quately differentiate formulation 
changes involving alternate routes of 
administration from other types of 
changes. For example, there should be no 
expectation that the bioavailability of 
orally, parenteraily, and rectally admin¬ 
istered drug products will be comparable, 
and it may be desirable for a dosage form 
with a different route of administration 
not to be “comparable ’ to the marketed 
drug product. The comment suggested 
that the last sentence in this section be 
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modified to state that when a new for¬ 
mulation. a new dosage form, or a new 
salt or ester of a marketed drug product 
is to be administered by an alternative 
route to those of the currently marketed 
drug product, the purpose of an in vivo 
bioAvailablllty test is to determine the 
bloavailabillty of the proposed dosage 
form relative to a reference material. 

The Commissioner agrees that it may 
be desirable for different dosage forms of 
the same active drug ingredient or thera- 
licutic moiety to have different bioavail¬ 
ability profiles and that the purpose of a 
bioavailability study is to determine the 
bloavailabillty of the new dosage form. 
He concludes, however, that the regula¬ 
tion should clarify that bloavailabillty 
data are needed to define the pharmaco¬ 
kinetic profile of the new dosage form to 
establish dosage recommendations. The 
selection of the reference material will 
vary. For example, if the new dosage 
form is a tablet and the dosage form 
currently marketed is a suspension, the 
appropriate reference material would be 
not only the marketed dosage form but 
also the active drug ingredient or thera¬ 
peutic moiety in an oral solution. How¬ 
ever. If the new dosage form is a tablet 
and the dosage form currently marketed 
Is on intravenous solution, the appropri¬ 
ate reference material would be the mar¬ 
keted dosage form. The appropriate ref¬ 
erence material will vary depending upon 
the scientific questions to be answered 
and the data needed to establish dosage 
recommendations. The Commissioner is 
revising 5 320.25(e) of the final regula¬ 
tions to state that the purpose of an in 
vivo bioavailabllity study* involving a 
drug product that is a new formulation, 
a new dosage form, or a new salt or ester 
of an active drug Ingredient or thera¬ 
peutic moiety that has been approved for 
marketing is (a) to determine the bio¬ 
availability of the new formulation, new 
dosage form, or new salt or ester rela¬ 
tive to un appropriate reference material 
and <b> to define the pharmacokinetic 
parameters of the new formulation, new 
dosage form, or new salt or ester to es¬ 
tablish dosage recommendations. In such 
a case, the selection of the reference ma¬ 
terial* s> depends upon the scientific 
questions to be answered, the data 
needed to establish comparability to a 
currently marketed drug product, and 
the data needed to establish dosage 
recommendations. 

Controlled Released Drug Products 

28. One comment suggested that, for 
clarification, the words “controlled re¬ 
lease’* be inserted before the word 
claims'* at the end of the first sentence 
m proposed 1 320.2(d) (1) <Ui>. As re¬ 
vised the sentence would read: “For a 
new drug product for which a controlled 
release claim is made, the purpose of an 
in vivo bloavailabillty test is to determine 
that the new product meets the con¬ 
trolled release claims made for It” 

The Commissioner disagrees with that 
comment. He concludes that the pur- 
ixwes of an in vivo bloavailabillty study 
of a controlled release drug product are 
to determine: (a) If the drug product 


meets the controlled release claim made 
for it. (b> if the bioavailabllity profile 
established for the drug product rules out 
the occurrence of any dose dumping, 
(ci if the drug product’s steady-state 
performance is equivalent to a currently 
marketed noncontrolled release or con¬ 
trolled release drug product that con¬ 
tains the same active drug ingredient or 
therapeutic moiety, and <d> if the drug 
product's formulation provides con¬ 
sistent pharmacokinetic performance be¬ 
tween individual dosage units. He is re¬ 
vising | 320.25* f i of the final regulations 
to clarify the purpose of a bioavailabllity 
study for a controlled release drug 
product. 

Combination Drug Products 

29 One comment objected to proposed 
$ 3*20.2(di (3> requiring that combination 
drug products must establish bloavail¬ 
abillty by reference to simultaneous ad¬ 
ministration of the individual active 
drug Ingredients. The comment stated 
that, if an In vivo-correlated in vitro 
bloavailability test exists for each com¬ 
ponent. and the component is established 
to be bioavullable from the combination 
Jn accordance with that test, then con¬ 
sistent with the mandate In other sec¬ 
tions of the proposal to limit human 
testing, there is no good reason to re¬ 
quire that bloavailability of each com¬ 
ponent be established by reference to 
simultaneous administration of each 
component, unless reason exists to sus¬ 
pect a probable drug Interaction affect¬ 
ing the bioavailabllity of a component 
from the combination. Another comment 
stated that in certain combination prod¬ 
ucts the purpose of the second ingredient 
may actually be to enhance or inhibit 
the rate of absorption of the primary 
ingredient and, therefore, provision for 
tliis type of combination should be In¬ 
cluded in the regulation. 

The Commissioner advises that the in¬ 
tent of the regulations Is to establish 
that, generally, the purpose of a bio¬ 
availability study Involving a combina¬ 
tion drug product Is to determine if the 
rate and extent of absorption of each 
active drug ingredient or therapeutic 
moiety In the combination drug product 
is equivalent to the rate and extent of 
absorption of each active drug ingredi¬ 
ent or therapeutic moiety in separate 
single-ingredient preparations given 
concurrently. The Commissioner re¬ 
iterates that the regulations require the 
submission of in vivo bioavailabllity data 
unless the requirement is waived. Section 
320.22 of the final regulations permits 
waiver of this requirement for a number 
of reasons, including evidence that the 
product meets an in vitro test that as¬ 
sures bioavaiiabllity. i.c., an in vitro test 
that has been correlated with in vivo 
data. Thus the requirement for the sub¬ 
mission of in vivo data may be waived 
if the applicant submits evidence that 
the components of a combination drug 
product meet on in vitro test that 
assures that each component is bio- 
available. 

The Commissioner recognizes that in 
certain cases a second ingredient in a 
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combination drug product is intended 
to affect the rate or extent of absorption 
of the primary active drug ingredient or 
therapeutic moiety. For example, pro¬ 
benecid may be combined with amplcil- 
lin to inhibit the tubular renal secretion 
of ampiclllln and thus increase ampicll- 
lin plasma levels. The Commissioner Ls 
revising 9 320.25(g) (3) of the final regu¬ 
lations to permit a bioavailabllity study 
involving a combination drug product to 
determine the rate and extent of absorp¬ 
tion of selected, but not all. active drug 
Ingredients or therapeutic moieties in 
the combination drug product. The FDA 
may permit tills determination if the 
pharmacokinetics and interactions of 
the active drug ingredients or therapeu¬ 
tic moieties in the combination drug 
product are well known and the thera¬ 
peutic activity of the combination drug 
product is generally recognized to reside 
in only one of the active drug ingredi¬ 
ents or therapeutic moieties. 

Critically III Patients 

30. Two comments questioned pro¬ 
posed i 320.2(d) (4> banning bioabllity 
testing using critically ill patients. The 
comments slated that it is conceiva¬ 
ble that products intended for use in a 
vastly altered physiological setting, such 
as altered clearance rate, electrolyte im¬ 
balance. or hemodynamic changes, could 
be validly examined only in studies in¬ 
volving critically ill patients suffering 
from renal, respiratory, or cardiovascu¬ 
lar insufficiency. One of these comments 
added that It is appreciated that the 
therapeutic support of the patient is 
paramount and studies in critically ill 
patients should be allowed only under 
very special situations wiiere the pa¬ 
tient's safety is uncompromised and the 
scientific goals warrant the study. 

The Commissioner stated in the pre¬ 
amble to the proposed regulations that, 
in the cases cited in the comment, bio- 
availability studies may be conducted on 
suitable noncrltlcally ill patients. He be¬ 
lieves that studies on critically ill pa¬ 
tients are inappropriate and contrary to 
the best medical Interest of such indi¬ 
viduals unless there is a potential bene¬ 
fit to the patient. He recognizes Uiat con¬ 
comitant bioavailabllity studies can be 
conducted using critically ill patients to 
allow for dosage titration and further 
dosage prediction. These studies offer a 
direct benefit to the patient because the 
study results can be used to customize 
the dosage regimen for the critically ill 
patient. For example, a bloavailabillty 
study with kanamycin In uremic patients 
would permit dosage adjustments based 
on renal creatinine clearance and serum 
creatinine levels. Therefore. Uie Com¬ 
missioner is revising * 320.25(a> <3> of 
the final regulations to state that crit¬ 
ically ill patients shall not be included 
In an in vivo bioavailabllity study unless 
the attending physician determines that 
there is a potential benefit to the patient. 
Pharmacokinetic studies in critically ill 
patients with an established formulation 
for the purpose of determining the effects 
of a disease mechanism on drug metab¬ 
olism and drug action are In no way pro¬ 
hibited or hindered by these regulations. 
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Subject Variability 

31. One comment stated that the pro¬ 
cedures used by the majority of investi¬ 
gators to determine bioavaiiability do 
not compare the physiological variables 
of subjects receiving test and reference 
materials, rather they compare mean 
values of a measured variable. The com¬ 
ment added that, although these investi¬ 
gators have measured the extent of ab¬ 
sorption. they have not measured the 
rate of absorption in determining the 
bioavaiiability of a drug product. The 
comment stated that, if the proposed 
regulation is Implemented, FDA must in¬ 
sist on a reevaluation of the submitted 
evidence of bioavaiiability for all mar¬ 
keted drug products and should not ac¬ 
cept evaluations that have compared the 
average extent of absorption. 

The Commissioner agrees that early 
bioavaiiability studies did not consider 
inter- and intra-subject variabilities In 
the last 3 years, however. FDA in review¬ 
ing bioavaiiability data has considered 
subject variabilities. The FDA has al¬ 
ways considered both the extent and rate 
of absorption in approving bloavailabil- 
ity studies. Thus, the data submitted 
within the last 3 years have been eval¬ 
uated using the guidelines set forth In 
the bioavaiiability regulations. The Com¬ 
missioner does not believe that failure of 
the early studies to consider subject vari¬ 
abilities is reason to reevaluote the early 
bioavaiiability studies unless there is 
evidence that the drug products included 
In such studies have a bioequivalence 
problem. The procedures that the Com¬ 
missioner is establishing In 8ubpart C of 
Part 320 (see the June 20. 1975 proposed 
procedures for establishing a bioequiv¬ 
alence requirement and the final regula¬ 
tions published elsewhere in this issue of 
the Federal Register* are Intended to 
provide a mechanism for reviewing the 
bioequivalenco of marketed drug prod¬ 
ucts and for establishing additional test¬ 
ing requirements for those drug products 
w’ith bioequivalence problems. 

Sam r ling Time Intervals 

32. Two comments regarding proposed 
1 320.2(d) i5> <!ii> and (lv) stated that 
this section requires that sampling time 
intervals for both the test product and 
the reference material be similar; how¬ 
ever. to obtain competent estimates of 
the rate and extent of absorption, sam¬ 
pling time intervals occasionally need 
not be the same. For example, in a study 
comparing an intravenous solution to a 
tablet, one may desire to take many 
blood samples shortly after injection of 
the intravenous solution whereas, be¬ 
cause of the characteristics of absorption 
from a tablet, only a relatively few blood 
samples need be taken during the same 
time period. Clearly, patients should not 
be subjected to needless sampling of 
blood. These comments suggested that in 
proposed 8 320.2(d)(5) (ill) and (tv) the 
language “• * * similar time Intervals 
for both the test product and the refer¬ 
ence material Such samples shall be 
taken with • • ♦" b« deleted. Another 
comment stated that the words “similar 
time intervals’* in proposed 5 320.2<dM5> 


(ill) and (iv) should be changed to 
“identical time intervals** to assure U*ue 
equivalence. 

The Commissioner concludes from 
these comments that there is a misun¬ 
derstanding regarding the intent of pro¬ 
posed I 320.2(d). This section is intended 
to provide general guidelines for the 
study of a multitude of drug products 
each of which could require a unique 
approach. For this reason, he rejects the 
comment that samples of body fluids 
should be collected at Identical time in¬ 
tervals; such a requirement would not 
permit the variability needed in study¬ 
ing different products. To clarify these 
provisions, the Commissioner is revising 
$ 320.26(0 and (d> of the final regula¬ 
tions to provide general guidelines for 
selection of sampling times. To allow 
flexibility in the selection of sampling 
times, he is deleting the phrase “similar 
time intervals for both the test poduct 
and the reference material." By way of 
example, fi 320.26<c) of the final regula¬ 
tions states that. In a study comparing 
oral dosage forms, the blood sampling 
times should be identical. In a study' 
comparing an intravenous dosage form 
and an oral dosage form, the blood sam¬ 
pling times should be those needed to 
describe both the distribution and elim¬ 
ination phase of the Intravenous dosage 
form, and the absorptive and elimina¬ 
tion phase of the oral dosage form. For 
other drug delivery systems, the sam¬ 
pling times should be based on valid sci¬ 
entific reasons. 

33. One comment stated that, to assure 
some flexibility in the selection of urine 
sampling times, the phrase “unless some 
other approach is more appropriate for 
valid scientific reasons" should be in¬ 
serted at the end of the last sentence in 
proposed I 320.2(d) (5) (iv). 

Tlie Commissioner agrees and is in¬ 
cluding the phrase suggested in the com¬ 
ment in i 320.26(d) of the final regula¬ 
tions. 

34. Three comments objected, as being 
somewhat arbitrary, to the requirements 
in proposed § 320.2(d) (5) (ill) and (v) 
which stated that a drug product must be 
followed for three half-lives to study it 
for bioavaiiability' purposes by plasma 
assay or acute pharmacological effect. 
The comments noted that three half- 
lives may not be sufficient in some cases. 
The duration of the study must instead 
be based upon the pharmacokinetics of 
the compound under discussion and sug¬ 
gested that a more reasonable statement 
might be to ask that the study be con¬ 
tinued for a sufficient period to allow' 
for the achievement of a valid bioavail - 
abillty comparison between the test and 
reference material. The comments added 
that, if three half-lives is nonetheless 
to be a minimum standard, the appropri¬ 
ate portions of these paragraphs should 
be changed to read: “the total area under 
the time curve for a time period for at 
least three times the half-life or suffi¬ 
ciently longer for accurate determina¬ 
tion of the individual terminal half- 
lives.” 

The Commissioner believes that the 
pharmacokinetic profile of most drug 


products can be determined by measuring 
the rate and extent of absorption for a 
period of three half-lives of the active 
drug ingredient, therapeutic moiety, or 
its metabolite!s) being measured. For 
some drug products, mcasuremeht must 
be made for a longer period, eg., five 
half-lives, because the profile can be de¬ 
termined only by following the rate and 
extent of absorption for longer than three 
half-lives. Measurement for three half- 
lives is intended as a minimum require¬ 
ment unless another approach is appro- 
priate for valid scientific reasons. The 
Commissioner emphasizes the words “at 
least** in proposed l 320.2(d) (5) (lit) and 
<v>. which read in part; “for a time pe¬ 
riod at least three times the half- 
life • • V* The Commissioner rejects 
the proposed alternative wording of the 
comment as adding nothing to the cur¬ 
rent language of 8 320.26(c). 

35. One comment suggested a revision 
of proposed § 330.2(d) <5) (iv) by chang¬ 
ing the words “and extent of urinary ex¬ 
cretion” to “and the total urinary 
excretion." 

The Commissioner does not agree with 
this comment because "total urinary cx- 
-cretlon’* implies that the active drug in¬ 
gredient, therapeutic moiety, or metabo¬ 
lite^) being measured will be completely 
eliminated in the urine during the time 
frame in w’hich urinary excretion is being 
studied. For many drug products, the 
pharmacokinetic profile of the drug prod¬ 
uct may be adequately determined before 
alt of the active drug ingredient, thera¬ 
peutic moiety, or metabolifcc(s) being 
measured is eliminated in the urine. 

The Commissioner has revised the term 
"concentration-time curves** in * 320.26 
(d> of the final regulations to read “cum¬ 
ulative urinary excretion-time curves*' 
because the concentration of the active 
drug ingredient, therapeutic moiety, or 
metabolite in the urine depends upon the 
fluid intake and renal function, thereby 
making comparison based on concentra¬ 
tion unfeasible. Such concentration var¬ 
ies from subject to subject and from day 
to day in a crossover study. 

Data Correlation 

36. One comment suggested that the 
wwd “correlation” In proposed I 320.2 
(d>(5)(vii> be changed to “cannonlcal 
correlation and/or partial correlation.** 
The comment stated that the statistical 
procedures commonly used by investiga¬ 
tors do not allow for a simple correlation 

The Commissioner docs not accept this 
comment. The term “correlation" as usod 
in proposed t 320.2(d) (5> (vii) (now 
I 320.28) is not intended to be applied in 
a statistical sense, but rather to express 
the concept of showing a cause-and-effect 
relationship between variables. 

37. One comment objected to the state¬ 
ment in proposed f 320.2(d) (5) (vii) that 
correlation of bioavaiiability with acute 
pharmacological effects or clinical evi¬ 
dence of effectiveness may be required if 
needed to establish the clinical signifi¬ 
cance of special claims. e.g.. In the case 
of a controlled release preparation. The 
comment stated that no reason is given 
for singling out controlled release prep¬ 
arations and none is apparent. The com- 
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meat added that for punH*>e*» of demou¬ 
nt rating bloa volubility. data verifying 
claims of protracted Availability of the 
active moiety In body fluids in vivo are 
Mime lent 

This section was not Intended to single 
out controlled release dosage forms but 
to emphasize the need for correlation of 
pharmacological effects with bioavailfi- 
bility data to support labeling claim*. 
Bioavailability was puri>osely defined 
both in terms of rate and extent of ab¬ 
sorption. because It can be shown with 
certain drugs that alterations in rate of 
absorption may impart significantly dif¬ 
ferences in pharmacological properties of 
a drug. In such cases, correlation studies 
with clinical data may be required for 
approval of a new dosage form that 
differs In rate but not extent of absorp¬ 
tion. Controlled release preparation* 
were selected as an example because it 
often can be shown that an Increase or 
decrease in side effect!, coupled with an 
increased duration of action is associated 
with significant differences !u the phar¬ 
macokinetic profile. 

The Commissioner, on hih own initia¬ 
tive' Is amending f 320.2ft of the finni 
regulations to include the ward '‘safety" 
in the phrase “clinical evidence of effec¬ 
tiveness may be required,** because in 
many instances safety considerations are 
of prime concern 

Single-Dose and Multhi.k-Dosk 
Studies 

38. One comment stated that, with re¬ 
spect to proposed | 320 2(d) (0> (now 
1 320.27). multiple-done studies per¬ 
formed In the manner proposed are dif¬ 
ficult to execute and do not contain 
sufficient experimental safeguards to as¬ 
sure that a valid estimate of bioavail- 
ubiiity will result. Thus, no recognition is 
given to the usefulness of terminal 
plasma disappearance data or to esti¬ 
mates of btoavaiJability under non- 
teudy-staU* conditions. Tho complexi¬ 
ties of muiUnl?-dase comparisons are 
not readily amenable to detailed guide¬ 
lines for their Implementation. The 
comment suggested that proposed 
ff 320.2(d) 16) (l)-(v) be deleted and the 
following be Inserted tn its place: ~16> 
In selected circumstances. It may be 
necesary for the test product and the 
reference material to be compared after 
repeated administration. The same con¬ 
siderations as In single-dose studies 
*hall generally applv. (except that the 
method of administration, eg . fasting 
and non-fasting, shall reflect the pro¬ 
ved labeling of the drug product) un¬ 
less some other approach is more 
appropriate for valid scientific reasons.“ 

The Commissioner agrees that multi¬ 
ple-dose studies arc difficult- to execute 
and that there is an obvious need for 
subject monitoring in such studies. 
There are. however, a number of clr- 
lumstancea where such studies arc the 
optimal methods to demonstrate tho 
bioavailability of a drug product. While 
it is not the Intent of the Commissioner 
to constrain research on new method¬ 
ology tn this area. It is his opinion that 
some broad guidelines should be pro¬ 
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vided for such studies, particularly be¬ 
cause many manufacturers have 
requested PDA's guidance in conducting 
such studies. On that basis, the more 
detailed version of the guidelines has 
been retained in f 320.27 of the final 
regulations and expanded In reply U> a 
number of comments to this section. 

39. One comment stated that proposed 
I 320.2*d) (5) fit and (vt> and (6) <ii> 
should be amended to Indicate that while 
single-dose crossover studies should have 
a drug elimination period, multiple-dose 
crossover studies should not have a drug 
elimination period and therefore should 
be performed under protocols of con¬ 
tinuous administration. In support of 
this statement, the comment noted that 
once the 'steady state" has been achieved 
by administration of the initial drug, the 
second drug given .should, if equally bio- 
avuiiable and given at the same dosage, 
maintain the same levels. If the level of 
blauvailabUUy being measured either 
decreases or increases, the two drug 
formulations are not comparable. The 
changes in effect would be shown on the 
crossover with clearer results without 
a washout period than with such a pe¬ 
riod. On the other hand, a single-dose 
study does not achieve a constant level, 
hence any drug remaining in the test 
subject can alter Uie results on cross¬ 
over. Therefore, single-dose crossover 
studies should specifically be required to 
utilize elimination periods unless, for 
some reason, such a period is not 
necessary 

The Commissioner agrees that a drug 
elimination period 1* not ordinarily re¬ 
quired in a multiple-dose study, provided 
steady-state conditions are achieved. The 
Commissioner recognizes that, in stud¬ 
ies involving drugs having a very long 
half-life, multiple-dose studies may be 
unfeasible and /or hazardous, particular¬ 
ly In normal volunteers, where the dos¬ 
ing interval Is significantly shorter than 
tho half-life of the drug. Section 320 26 
•b> of the final regulations states that 
a drug elimination period should be pro¬ 
vided for in a single-dose crossover study 
Section 320.27<b> states that a drug 
elimination period should be provided 
for in multiple-dose crossover studies If 
steady-state conditions are not achieved. 

40 The Commissioner advises that the 
guidelines on the design of a single-dose 
or multiple-dose tn vivo bioavnflability 
study In H 320.26 and 320.27 of the flnul 
regulations are very basic guidelines. 
They are not Intended to Include all of 
the requirements necessary for designing 
nnd conducting a bioavaUnbtlity study 
The FDA U preparing detailed guidelines 
for bioavnliability studies that will be 
available from the Bureau of Drug s. Di¬ 
vision of Biopharmnceutics (HFD-520). 
5600 FU^hers Lane, Rockville. MD 20857. 
To clarify that the guidelines are not ab¬ 
solute requirements, the word "should" 
is substituted for "shall*' in IS 320 26 and 
320.27 of the final regulations. 

41. Proposed | 320.2(d) (5) < vi) stated 
that the drug elimination period in m 
single-dose crossover study should be at 
least five times the half-life of the thera¬ 
peutic moiety or Its metabolite or five 
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times the hulf-Ume of decay of the acute 
pharmacological effect. The Commis¬ 
sioner believes that, because of the lim¬ 
itations of available technology, it may 
not be possible to monitor the drug elim¬ 
ination period for five half-lives in a 
single-dose study. Therefore, he is re¬ 
vising | 320.26*b> (2) of the final regu¬ 
lations to state that, unless some other 
approach Is appropriate for valid scien¬ 
tific reasons, the drug elimination period 
in a single-dose crossover study should 
be either at least three times the half- 
life of the active drug ingredient or 
therapeutic moiety or its metabolite's), 
measured in the blood or urine, or at 
least three times the half-life of decay 
of I lie acute pharmacological effect The 
Commissioner believes that, with avail¬ 
able technology, it is possible to monitor 
the drug elimination period in a multi¬ 
ple-dose crossover study for at least five 
half-lives. Therefore, f 320.27(b) <3) of 
the final regulations states that, if a 
drug elimination period is required In 
a multiple-dose study, unless some other 
approach Is more appropriate for valid 
scientific reasons, the drug elimination 
period should be either at least five times 
the half-life of the active drug ingredient 
or thoraijcutic moiety, or its metabo¬ 
lite U). measured in the blood or urine, 
or at least five times the half-life of de¬ 
cay of the acute pharmacological effect 

42. One comment objected to the state¬ 
ment in proposed f 320.2<d> <6> U> that 
multiple-dose studies may be required to 
determine bloa vail ability where there is 
a difference In the rate of absorption but 
not in the extent of absorption. The 
comment noted that bioav&Uablllty is 
defined as both the rate and extent of 
absorption; at steady state, the mean 
plasma level *Cp mean) will be a func¬ 
tion of the extent of absorption only 
Where the difference in bion valla bility 
lies with the rate of absorption, the sin¬ 
gle-dose study is more appropriate. The 
comment added that this would especial¬ 
ly apply to controlled release prepara¬ 
tions where the input rate has been 
deliverately altered. The single-dose 
study would be more appropriate In fol¬ 
lowing the absorption rate to determine 
that the controlled release claim for the 
product was correct. 

The Commissioner believes that oc¬ 
casionally there is a need to define maxi¬ 
mum <Cmax) and minimum (Cmln) 
concentrations under steady-state con¬ 
ditions. Multiple-dose studies that define 
Cm ax and Cm in blood concentra¬ 
tions are most appropriate when deal¬ 
ing with drugs possessing a narrow ther¬ 
apeutic ratio, drugs requiring careful 
patient titration, and controlled release 
dosage forms. In the case of controlled 
release dosage forms, it Is not sufficient 
to demonstrate merely the slow release 
and absorption of the dosage form: both 
safety nnd effectiveness of the product 
must also be demonstrated. The latter 
requires .sufficient proof of reproducibility 
in release rate: proof is best determined 
in multiple-dose studies. In addition 
there Is the need to obtain sufficient 
pharmacokinetic data for purposes of 
labcliug the controlled release dosage 
form. 
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43. Two other comments stated that 
among the Instances requiring multiple- 
dose studies are those where there Is ex¬ 
cessive variability from subject to sub¬ 
ject or where the concentration of the 
therapeutic moiety tn the blood or urine, 
resulting from a single dose, is too low 
for accurate anlysta. These comments 
added that the two instances should be 
deleted since neither to a valid reason to 
require multiple-dose studies and accu¬ 
rate results can be achieved by increas¬ 
ing the patient population in the first 
instance or increasing the dose in single¬ 
dose studies In the second instance. 

The Commissioner docs not agree with 
these comments. Excessive subject vari¬ 
ability and the existence of blood con¬ 
centration too low for the analytical 
method may indeed be valid reasons for 
requiring multiple-dose studies. In many 
cases. Increasing the dose administered 
may be both hazardous to the subject 
and not reflective of the absorption 
pattern of the drug product under ques¬ 
tion. If there is excessive variability from 
subject to subject, large numbers of sub¬ 
jects employing single-dose .studies would 
be required to demonstrate bioovalla- 
bility In his opinion, such studies are 
technically unfeasible because of the dif¬ 
ficulty of assuring adequate clinical mon¬ 
itoring. 

44 Although no comments were re¬ 
ceived regarding proposed 8 320.2(d)(6) 
<ii), tixe Commissioner has reviewed this 
provision and is modifying it to clarify 
that crossover studies are not required if 
the purpose of a multiple-dose study is 
to establish dose proportionality under a 
multiple-dose regimen or the pharmaco¬ 
kinetic profile of a new drug entity, new 
drug delivery system, or controlled re¬ 
lease dosage form. As revised 8 320.27(b) 
12) of the Anal regulations reads: "A 
multlplc-dosc study is not required to be 
of crossover design If the study Is to es¬ 
tablish dose proportionality under a 
multiple-dose regimen or to establish the 
pharmacokinetic profile of a new drug 
product, a new drug delivery system, or 
a controlled release dosage form/* 

43. Although no comments were filed 
regarding proposed 8 320.2(d) <6) (ill). 
the Commissioner is revising I 320.27<c) 
of the final regulations to provide for 
flexibility in protocol design by including 
the phrase “unless some other approach 
is more appropriate for valid scientific 
reasons." As revised. 8 320.27(c) reads: 
“Whenever a multiple-dose study is con¬ 
ducted. unless some other approach to 
more appropriate for valid scientific rea¬ 
sons, sufficient doses of the test product 
and reference material should ordinarily 
be administered In accordance with the 
labeling to achieve steady-state condi¬ 
tions." 

46. One comment regarding proposed 
| 320.2(d)(6) tiv) stated that the word¬ 
ing of the sentence "A more complete 
characterization • • • of the total area 
under the concentration curve" gives the 
lmorcsslon that calculation of the area 
under the concentration curve is re¬ 
quired. The comment noted that this Is 
redundant because, if a statistical pro¬ 


cedure shows that test and reference 
material do not differ in rate and extent 
variables, then there is no need to dem¬ 
onstrate that the areas under the curves 
of the two materials do not differ. The 
determination of the rate and extent of 
absorption is necessary to establish blo- 
availabliity, while determining the area 
under the curve is a necessary but not 
sufficient requirement for establishing 
bloava liability. 

Proposed 8 320.2(d) (6) Uv) encour¬ 
ages. but does not require, a more com¬ 
plete characterization of the blood level 
or urinary excretion rate during the ab¬ 
sorption and elimination phases of a 
single-dose administered at steady state. 
The Commissioner encourages such com¬ 
plete characterization to permit estima¬ 
tion of the total area under the concen- 
tration-time curves and to obtain phar¬ 
macokinetic information, e,g., half-life, 
or blood clearance, that is essential in 
preparing adequate labeling for the drug 
product. The Commissioner has ex¬ 
panded 8 320.27(d) (3) of the Anal regu¬ 
lations to clarify why complete charac¬ 
terization is encouraged. 

47. One comment regarding proposed 
| 320.2(d) (6) (iv) stated that, while a 
protocol of frequent sampling would be a 
better estimate of the plasma profile, the 
area under the concent ration-time curve 
for the dosing interval at steady state is 
proportional (assuming a itnear system) 
to the fraction of the doaeabsorbed and 
thus also to the extent of availability, 
even when no poetabsorptive or elimina¬ 
tion phase is seen because of slow ab¬ 
sorption relative to the doxsc interval. 

The Commissioner sgrees with this 
comment. These facts have been both 
klnetically predicted and experimentally 
demonstrated In the scientific literature. 
Therefore, the Commissioner is revising 
| 320.27(c) (2) of the final regulations by 
adding the following statement: "In a 
linear system, the area under the blood 
concentration-time curve during a dos¬ 
ing interval in n multiple-dose steady- 
state study is directly proportional to 
the fraction, of the dose absorbed and is 
equal to the corresponding 4 zero to in¬ 
finity* area under the curve for a single- 
dose study. Therefore, when steady-state 
conditions are achieved, a comparison of 
blood concentrations during a dosing in¬ 
terval may be used to define the fraction 
of the active drug ingredient or thera¬ 
peutic moiety absorbed." 8octlon 320.27 
(c)(3) states that other methods based 
on valid scientific reasons should be used 
to determine the bioavail ability of a drug 
product having dose-dependent kinetics 
(nonlinear system) 

Anm.ytxcal Methods 

48. One comment stated that proposed 
8 320.2(d) (7) discusses the analytical 
method used in bioavailability studies to 
measure acute pharmacological effect or 
l he concent ration of tho active drug In¬ 
gredient, therareutlc moiety, or metab¬ 
olite^) tn body fluids or excretory 
products. The section omits bionvnliabil¬ 
ity studies conducted with radioactively 
labeled drugs. As a part of the analytical 
methodology, the comment suggested 


that studies conducted with radioactively 
labeled drugs b? Included 
In paragraph 14 above, the Commis¬ 
sioner discusses the use of lsotoplcally 
labeled drugs in a bio aval lability study 
and to amending Ihc final regulations to 
provide for such use when approved by 
PDA. Tho Commissioner, however, con¬ 
cludes* that it is unnecessary to amend 
8 320.20 In the final regulations to refer 
to the use of radioactively labeled drugs 
because this section is concerned with the 
sensitivity of. not the choice of, the ana¬ 
lytical method. 

40. One comment stated that proposed 
8 320.2(d) (9) (now 8 320.23) contains no 
mechanism to satisfy the requirement 
that the bloavaiiaLllity test shall be of 
sufficient sensitivity to discriminate be¬ 
tween In equivalent products. The com¬ 
ment stated that the requirement Im¬ 
plies that a product of known poor blo- 
11 vnliability miu.t bo compared against 
the reference material to determine 
whether the method can detect differ¬ 
ences botwena the two products. 

Statistical analysis of data is the 
mechanism for determining whether a 
bloav&il&bllity test is sufficiently sensi¬ 
tive to discriminate between inequivaiem 
products. A variety of statistical tech¬ 
niques are available for this analyst?, 
e.g., analysis of variance, student T test, 
chi square test, and Hottcllngs* T* test. 
The investigator has to choose from 
among those many statistical techniques 
one of nuf n c^t lty detect dif¬ 

ferences in bioavailability that arc not 
attributable to subject variability. The 
statement in proposed 8 320.2(d)(9) wu* 
not intended to suggest that a product of 
known poor bioavailability is to be run 
against the reference material, and, a? 
noted in paragraph 51 below, has been 
revised. 

50. Two comments stated that pro¬ 
posed 8 320.2(d) (9) docs not dtotingutoh 
bioavail&bility from bioequivalence test¬ 
ing. For example, the relationship of a 
new therapeutic pharmaceutical altenm 
live with comparablo labeling should be 
shown to have comparable rate and ex¬ 
tent of absorption to the reference stand¬ 
ard. e.g.. marketed product. One of the 
comments added that the phrase "may 
be considered medical insignificant" 
appears to be vague. The comments pro¬ 
posed that I 320.2(d) (9) be revised to 
read: "For new products containing ft 
new therapeutic moiety that ha* not 
been previously marketed and for new 
formulations, new dosage forms, or new 
salts or esters of en already marketed 
therapeutic moiety that are to be ad¬ 
ministered by an alternate route to those 
of the currently marketed drug products 
the drug product shall be shown to be 
bloavailable by evidence of the rate and 
extent of absorption, as determined by 
comparison of measured parameter 
e.g., concentrations of the drug in the 
plasma, urinary excretion rates, phar¬ 
macological effects, etc . to those of the 
reference material Tn this case (where 
bfoavailabllity only to determined) or¬ 
dinarily the drug product will not be 
similar In rate and extent of absorption 
to that of tlie reference material. For 
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drug products undergoing testing to de¬ 
termine whether they meet bloequlva- 
lence requirement* and for new formu¬ 
lations. new dosage forms, or new salts 
or esters of an already marketed thera¬ 
peutic moiety that are to be administered 
by the same route as that of a currently 
marketed drug product, said drug prod¬ 
ucts shall be deemed to be bioequiva¬ 
lent if the rate and extent of absorption, 
ns determined by measured parameters, 
eg, concentrations of the drug in the 
plasma, urinary excretion rates, phar¬ 
macological efleets, etc., have compa¬ 
rable location parameters, eg., means, 
medians, etc., to those of the reference 
material, provided that the bioavafi¬ 
ability test U sufficiently sensitive to dis¬ 
criminate between specified differences 
In formulations. A drug product may be 
equivalent to the reference material lit 
the extent of absorption but not In its 
rate of absorption and yet may be con¬ 
sidered to be bioequlvalent because such 
differences In rate of absorption may be 
intentional or are not essentia) to the 
attainment of effective body drug con¬ 
centrations on chronic usage.” 

Another comment recommended that 
proposed } 320 2<d) <9) to deleted en¬ 
tirely because it confuses the terms bio- 
n vu liability and bioequtvalencc. Two 
other comments stated that the phrase 
“do not differ significantly” is vague. One 
of these comments recommended Inser¬ 
tion of the word “statistically’* before Die 
words “differ significantly.” 

The Commissioner agrees that pro¬ 
posed | 320.2<d)(9) confuses the term* 
bloavnilabllity and blocqulvnlence and 
that the phrases “do not differ signifi¬ 
cantly” and “may be considered medi¬ 
cally insignificant" need to be clarified. 
The Intent of this section Is to provide 
K'uidance in evaluating data to determine 
the bioriv a liability of a new drug product 
containing a new therapeutic moiety, or 
a new dosage form or new salt or ester 
of an already marketed therapeutic 
moiety. Therefore, the Commissioner is 
revising ft 320.23 of the final regulations. 
Under f 320.23 the In vivo bloavariability 
of a drug product is demonstrated if tlie 
product’s rate and extent of •absorption, 
as determined by comparison of meas¬ 
ured parameters e.g., concentrations of 
the active drug Ingredient in the blood, 
urinary excretion rate*, or pharmaco- 
loRicjU effect*, do not Indirate a signifi¬ 
cant difference from the reference ma¬ 
terial’s rate nnd extent of absorption. 
Statistical techniques used shall bo of 
sufficient sensitivity to detect differences 
in rate and extent of absorption that are 
not attributable to subject variabUity. A 
dru<r product that differs from the refer¬ 
ence material In Its rate of absorption, 
but not in its extent of absorption, may 
be considered to be btoavafiablc If the 
difference in the rate of absorption is 
intentional and appropriately reflected 
»n the labeling, and/or not detrimental 
to the safety and effectiveness of the 
drug product. 

51. One comment noted that proposed 
t 320.2(d) (9) states that significant dif¬ 
ferences In rate of absorption wOl be 
disregarded In determining bioavallabil- 
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Ity or bloequivalence If the difference is 
medically Insignificant. The comment 
added tiuit the principle thus recognised 
is equally applicable to the extent of 
absorption and recommended that the 
third sentence in proposed « 320.2(d) (9) 
be revised to read: "A drug product may 
be inequi valent to the reference material 
In the extent or rate of absorptiou and 
yet may be considered to be bioavallablc 
or blocqulvalcnt because such difference 
may be considered medically insignifi¬ 
cant for the particular drug product.” 
Two- other comments added that while 
there are little, if any, data that Identify 
those instances where one can make the 
Judgment that differences in the rate of 
absorption will not be medically signifi¬ 
cant. there arc data that document or 
strongly suggest that differences in the 
rate of absorption of glucocorticoids can 
result in therapeutic failures. 

The Commissioner Is of the opinion 
that a drug product’s safety and effec¬ 
tiveness is dependent primarily on Its 
ability to deliver a therapeutic quantity 
of the drug to the site of action and. 
thus, the extent of absorption, not the 
rate of absorption, will determine 
steady-state concentrations. The Com¬ 
missioner advises, however, that the rate 
of absorption must be considered In de¬ 
termining bioavafiability unless there 
are data available to support a deter¬ 
mination that the rate of absorption is 
not essential to the safe and effective use 
of the drug product. 

Submission or Protocols 

52. One comment stated that proposed 
5 320.2(d) <8> (now * 320.30(a) and (b>) 
“recommends” the submission of pro¬ 
posed protcols for bioavafiability studies 
for FDA review where, assumedly, the 
submission is not required under pro¬ 
posed 1 320.2<e). The comment added 
that if a protocol is submitted as part 
of an IND under the provisions of 
$ 312.1<a) (2) (21 CFR 312.1(a)(2)). 

FDA Is supposed to respond within 30 
days of receipt of the IND; however, 
proposed I 320.2(d)(8) contains no sim¬ 
ilar time provision for what is essentially 
a voluntary submission. To eliminate un¬ 
necessary delays nnd to encourage sub¬ 
missions under tbit provision, the com¬ 
ment suggested that the following 
language be added at the end of pro¬ 
posed } 320.2(d) (8): “Proposed protocols 
for bioavafiability studies submitted un¬ 
der this provision will be reviewed and 
all substantive comments transmitted In 
writing to the sender within 30 days of 
receipt of the proposed protocol by the 
Food and Drug Administration. If no 
substantive response is received by the 
sender within this period, the proposed 
protocol Is deemed approved by the Food 
and Drag Administration.” This con¬ 
cept was supported by two other com¬ 
ments. 

The Commissioner agrees that pro¬ 
posed protocols for bioavafiability stud¬ 
ies should be evaluated by FDA as soon 
as possible consistent with agency re¬ 
sources and priorities. As noted In the 
preamble to the proposal. PDA will at¬ 
tempt to evaluate these protocols within 


1617 

30 days of their receipt. While every 
effort will be mode to complete such 
evaluations as soon as possible. It Is im¬ 
practical and not In the public inter¬ 
est to encourage hasty or superficial 
evaluation by establishing a requirement 
that evaluations of protocols be com¬ 
pleted within a specific time. The Com¬ 
missioner advises that protocols submit¬ 
ted In an IND notice will not receive 
preferential treatment or be deemed 
approved if FDA has not responded 
within 30 days. The sponsor of an IND 
notice is required under ft 312.1 to wait 
until 30 days after receipt of the notice 
by FDA before Initiating clinical studies 
Clinical studies are permitted to begin 
If FDA does not request the sponsor to 
withhold or to restrict such studies 
within 30 days. Important questions re¬ 
garding safety issues are resolved within 
30 clays; hovrever. a detailed review of 
the study protocol takes longer. There¬ 
fore. the sponsor cannot assume that 
a protocol for a bioavafiability study 
submitted In an IND notice Is deemed 
approved if he doe* not hear from FDA 
within 30 days 

Sample Source 

53. Two comment* recommended that 
proposed 1 320.2(d)(9) be revised by 
adding a new sentence, after the first 
sentence, to read; “The lot* tasted for 
bioequivalence should be representative 
of a full size production lot.” 

The Commissioner agrees in part with 
tills comment. Although the drug prod¬ 
uct tested must be Identical to the prod¬ 
uct intended for marketing and be man¬ 
ufactured using the same equipment and 
under the same conditions as those urod 
for full-scale production. It Is not nec¬ 
essary that samples Intended for bto- 
ava liability testing be taken from a full 
size production lot. The Commissioner 
is including in ft 320.25<1) <2) of the final 
regulations a requirement that samples 
of the drug product to be tested be man¬ 
ufactured using the same equipment and 
under the same conditions as those used 
for full-scale production. 

Informed Consent 

54. Proposed 1320.2(e)(3) mow 
5 32031(c)) requires written Informed 
consent of any subject who participates 
in a bioavafiability study conducted un¬ 
der an IND. Section 320.2(e)(2) (now 
ft 320 31(b)) permits certain blouvait- 
ability studies involving marketed drag 
products to be conducted without sub¬ 
mission of an IND. and thus subjects 
who participate in a study that is not 
conducted under an IND would not he 
required to give written Informed con¬ 
sent The Commissioner concludes that 
although protection of the public health 
does not require that every bioavafi¬ 
ability study involving commercially 
available drug products bo conducted 
under nn IND. written informed consent 
ahafi be obtained from all subjects who 
participate in a bioavafinbfiity study. 
Such subjects will normally be healthy 
vo 1 unleers for whom no health benefit 
will be achieved by participation In the 
study. Nonetheless, the subjects are 
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placing themselves at risk, albeit stv tt'l. 
by participation in the study. Protection 
of these subjects requires that they be 
adequately informed of this risk and give 
written consent to participate in the 
study. The Commissioner U revising 
1320.31(d) of the Anal regulations to 
require written informed eomont of all 
subjects who participate in a bioavail- 
ability study regardless of whether the 
study is conducted under an IND. 

Therefore, under the Federal Food, 
Drug, and Cosmetic Act (sees. 201 <p), 
501. 502. 505. 701 <a>, 52 Stat 1041-1042 
as amended, 1049-1053 as amended, 1055 
(21 U 8.C. 321 <p). 351. 352, 355, 371 <a)) ) 
and under autho rity delegated to the 
Commissioner (21 CFR 5.1) (recodlflca- 
•tion published in the Federal Register 
of June 15. 1970 <41 FR 242020, Chap¬ 
ter I of Title 21 of the Code of Federal 
Regulations is amended as follows: 

L In Part 314. 8 314.1 is amended in 
paragraph <c) (2) by adding a new sub¬ 
item h to item 12 in Form FD-356H to 
read as follows: 

§ 314.1 Application*. 

• • • • • 

(C) • • • 

( 2 ) • • • 

PD-360H • • • 

12 . • • • 

U. In vivo bloftvuliability data or Informa¬ 
tion to permit waiver of thl* requirement In 
accordance with Bubpart B of Part 320 (21 
CFR Part 320. 8ubpart B) 

• ■ • • • 

2. In Part 320 . 

a. By adding new paragraph <a* to 
| 320.1 to read as follows: 

g 320.1 Definition*. 

(a) “Bioavailability’* means the rate 
and extent to which the active drug in¬ 
gredient or therapeutic moiety is ab¬ 
sorbed from a drug product and becomes 
available at the site of drug action. 

• • a • • 

b. By adding new Subpart B to read 
as follows: 

Subpart D— Procedures for Determining the 
Bioavaltobiltty of Drug Product* 

Sec. 

820.21 Requirements far submission of In 

vivo bbxtvailRblllty data 

320.22 Criteria for waiver of evidence of In 

vivo bloftvallabimy. 

320.23 Basts for demotifftrating bloavliabil¬ 

ity. 

320 24 General approaches for determining 
bloavaiUbUlty. 

32025 Guidelines for the conduct of on in 
vivo bioavallabllity study. 

320.20 Guidelines on the design of a tlngle- 
dciae In vivo bloavallabimy study. 
320-27 Guidelines on the design of a multi¬ 
ple-done In vivo bioavallabllity 
study. 

320.28 Correlation of bioavallabllity with an 
acute pharmacological effect or 
clinical evidence. 

320 20 Analytical methods for au in vivo 
bioavallabllity study. 

320.30 Inquiries regarding bicav ail ability 
requirements and review of proto¬ 
cols by the Food a?.d Drug Ad¬ 
ministration. 

320 31 Applicability of requirements regard¬ 
ing a ’ Notice of Claimed Inveatlga- 
tlonal Exemption for a New Drug**. 


*U»TMo*trrr : Bees. 201 (p), 601, 602, 606, 701 
SAI. D3 sut. 1041-1042 as amended. 1049-1063 
umended, 1055 (21 03.C. 320ip). 361. 862, 
865, 371(a)), unices otherwise noted. 

§320.21 Requirement* for *ulimi**ion 
of in vivo bloat ailability data. 

(a) Any person submitting a full or 
abbreviated new drug application to the 
Fo.xi and Drug Administration after July 
7. 1977, shall include in the application 
either: 

(1) Evidence demonstrating the in 
vivo bioavollability of the drug product 
that is the subject of the application; or. 

(2) Information to permit the Food 
and Drug AdmlnistraUan to waive 
demonstration of in vivo bionvaiiabillty. 

<b> Any person submitting a supple¬ 
mental application to the Food and Drug 
Administration after July 7. 1977, shall 
include in the supplemental application 
the evidence or information set forth in 
paragraph (a) of tills section if the sup¬ 
plemental application proposes any of 
the following changes: 

(1) A change in the manufacturing 
process. Including a change in product 
formulation or dosage strength, beyond 
the variations provided for in the op- 
proved application. 

(2) A change in the labeling to provide 
for a new indication for use of the drug 
product, if clinical studies are required to 
support the new indication for use. 

(3) A change In the labeling to pro¬ 
vide for a new dosage regimen or for an 
additional dosage regimen for a special 
patient population, e g., infants, If clini¬ 
cal studies are required to support the 
new or additional dosage regimen 

<c) The Food and Drug Administra¬ 
tion may approve a full or abbreviated 
new drug application, or a supplemental 
application proposing any of the changes 
set forth in paragraph <b> of this section, 
that does not contain evidence of in vivo 
bioavailability or information to permit 
waiver of the requirement for in vivo 
bioavailability data, if all of the follow¬ 
ing conditions are met: 

(1) The application is under review 
by the Food and Drug Administration on 
July 7. 1977. 

<2) The application Is otherwise Up- 
provable. 

(3) The applicant agrees to submit, 
within the time specified by the Food and 
Drug Administration, either: 

<i> Evidence demonstrating the in 
vivo bioavailability of the drug product 
that is the subject of the application: or. 

(\i> Information to permit the Food 
and Drug Administration to waive dem¬ 
onstration of in vivo bioavailability. 

(d) Evidence demonstrating the in 
vivo bioavailability of a drug product 
shall be obtained using one of the ap¬ 
proaches for determining bioavailability 
set forth in 8 320.24. 

(c) Information to permit the Food 
and Drug Administration to waive dem¬ 
onstration of in vivo bioavailability shall 
meet the criteria set forth in 8 320.22. 

(f) Any person holding an approved 
full or abbreviated new drug application 
shall submit to the Food and Drug Ad¬ 
ministration a supplemental application 
containing new evidence demonstrating 


the In vivo bioavallabllity of the drug 
product that is the subject of the appli¬ 
cation if notified by the Food and Druv 
Administration that: 

(1) There are data demonstrating 
that the dosage regimen in the labeling is 
based on incorrect assumptions or facts 
regarding the pharmacokinetics of the 
drug product and following this dosage 
regimen could potentially result in sub- 
therapeutic or toxic levels; or, 

(2) There are data demonstrating sig¬ 
nificant intra-batch and batcli-to-batch 
variability. e.g., plus or minus 25 percent, 
in the bioavailability of the drug product 

(g) The requirements of this section 
regarding the submission of evidence 
demonstrating in vivo bioavailability ap¬ 
ply only to a full or abbreviated new drug 
application or a supplemental applica¬ 
tion for a finished dosage formulation. 

§ 320.22 Criteria for nu'vrr of nKirnfr 
of in vivo bioavailability. 

<a) Any person submitting a full or 
abbreviated new drug application, or ii 
supplemental application proposing any 
of the changes set forth in 8 320.21 <b>, 
may request the Food and Drug Adminl - 
tration to waive the requirement for the 
submission of evidence demonstrating 
the In vivo bioavailability of the drug 
product that is the subject of the applica¬ 
tion. A request for wniver shall be sub¬ 
mitted with the application. The Food 
and Drug Administration shall waive the 
requirement for the submission of evi¬ 
dence of in vivo bioavailability if the 
drug product meets any of the provision* 
of paragraph <b), <c>. or <d) of this 
section. 

<b> For certain drug products the In 
vivo bioavailability of the drug product 
may be self evident or not necessary for 
the product to achieve any of its Intended 
purposes. The Food and Drug Adminis¬ 
tration shall waive the requirement for 
the submission of evidence obtained in 
vivo'dcmonstr^Ung the bioavailability of 
the drug product if the product meet/ 
one of the following criteria: 

(1) The drug product meets both ol 
the following conditions: 

<i) It is a solution intended solely foi 
Intravenous administration. 

<il> It contains an active drug ingredi¬ 
ent or therapeutic moiety in the same 
solvent and concentration as an intra¬ 
venous solution that is the subject of an 
approved full new drug application. 

(2) The drug product is a topically 
applied preparation, e.g.. a cream, oint¬ 
ment. or gel. intended for local therapeu¬ 
tic effect. 

(3) The drug product is an oral doe- 
age form that is not intended to be ab¬ 
sorbed. c.g., an antacid or a radiopaque 
medium. 

(4) The drug product meets both of 
the following conditions: 

0) It is administered by Inhalation as 
a gas or vapor, e g., a medicinal or an in¬ 
halation anesthetic. 

<li) It contains an active drug ingre¬ 
dient or therapeutic moiety in the same 
dosage form as a drug product that is 
the subject of an approved full new drug 
application. 
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< 5» The drug product meets all of the 
following conditions: 

<i> It is an oral solution, elixir, syrup, 
tincture, or similar other solubilized 

form. 

<U> It contains an active drug ingre¬ 
dient or therapeutic moiety in the same 
concentration as a drug product thnt is 
the subject of an approved full new drug 
application. 

«iii> It contains no inactive ingredient 
that is known to significantly ofTect ab¬ 
sorption of the active drug ingredient or 
therapeutic moiety. 

m The Food and Drug Administra¬ 
tion shall waive the requirement for the 
submission of evidence demonstrating 
the m vivo bioavailability of A solid oral 
dosage form t other than an enteric 
coated or controlled release dosage form) 
of a drug product determined to be ef¬ 
fective for at least one Indication in a 
Drug Efficacy 8tudy Implementation no¬ 
tice or which is identical, related, or sim¬ 
ilar to such a drug product under S 310.6 
of this chapter If the drug product is 
neither one of the following nor an Iden¬ 
tical. related, or similar drug product 
under $ 310.6 of this chapter: 

ANTI-AXRHYTTIMICS 

Procainamide hydrochloride capsules. 
QulnUUne polygalacturonase tablets. 

ANTI -CO AO tTLAKTS 

BlihydroxycouinarUi tablet# and cap^ulea. 
Warfarin. sodium and poatosaiutn tableta. 

ANTI-CON VtTLSA NTS 

KLboetUxlmtcle capsule* 

Ethololn tablets. 

Mcphenytoln tableta. 

Meihsnximtde capsules. 

Puramelhodlcme capsules. 

Phenacemldc tablets. 

Phensuxlmlde capsules and auxpensloa. 
Pbenytoln aunpension 
Primidone tablets and suspension. 
Trtmeihodlone capsules. 

ANTl-UTPKtTKNStVIt'Ultrarrtca 

Aiseroxylon tablets 

Bend roflunio thiazide tableta. 

Benathlaxlde tablets. 

Chlorothiazide tablets. 

Descrpidine tablets. 

Hydrochlorothiazide tablets. 
Hydroflumethiazide tablets. 

Methyclotlua/.ide tablets. 

Polythtaxldo tablets. • 

Qulnethasone tablets 
Rauwolfla serpentina tablets. 

RcHclnnamlne tablets. 

Reserplue tablets 
TrirhlormetlHazldo tablet*. 

ANTi-iirrcarcNsxvx DiummcS in combination 

Chlorothiazide and reaerplne tableta. 
Hydralazine and re^erpine tablets. 

Hydralazine hydrochloride and hydrochloro¬ 
thiazide tablets. 

Hydrochlorothiazide and dcserpldinc tablets 
Hydrochlorothiazide and reaerplne tablets. 
Hydroflumethiazide and reaerplne tablets 
Methyclothlazlde and deserpidlne tablets. 
Renerplne, hydralazine hydrochloride and 
hydrochlorothiazide tablets. 

Spironolactone and hydrochlorothiazide tab¬ 
lets. 

Trlchloromethlazide and reaerplne tablets. 

ANTI-INrXCTIVXS 

Nitrofurantoin tablets and suspension, 
icylazosulfapyrMine tablets. 


Sulfadiazine sodium bicarbonate mis pension 
Sulfadiazine, sulfamethartne. and cmlfamera- 
zine (triple Mil fa) tablets and suspension. 
Sulfadiazine tablet*. 

SulfadlmetUoxIne tablet*, drops, and hub* 
pcnslon. 

Sulfanu*r.u Inc tablets 

Suiramelhoxypyrldazlne acetyl tablets and 
suspension. 

Sulfaphenaxole smpeoikm. 

Sulfapyrldlne tablet*. 

Sultlsomldlue tablet* 

Snlflsoxazole acetyl suspension. 

SulA*ox*zote tablets. 

Asm- MSI. ASIA La 
Pyrimethamine tableta. 

a ntx - n roe LAsmca 

Chlorambucil tablets. 

Methotrexate tablets. 

THethylene melamine tablets. 

Uracil uni turd capsule* 

anti-thyroid 
rrop/HhlouracW tablets. 

a nti-tu arac oiaa 

Aminosalicylic acid and tsoulazld tablets. 
Aminosalicyltc acid powder, tablets, and 
resin. 

Aminosalicylic calcium granules, tablets, and 
capsules. 

Aminosalicylic potassium tablets, capsules, 
and powder. 

\AminoaalicyUc sodium powder, tablets, and 
granules. 

Beuzoylpaa calcium tablets and powder. 
I*ara-Amitio*allcylate sodium and Ison land 
tablets 

fdienylainlncnallcylate pow der and tablets 
dronciiial uilatob* 

Anunophylllne tablet* 

Oyphylline tablets. 

Oxtriphylline tableta 

Theophylline sodium glyeiiutte tablets. 

CAB BO NIC ANHYMIAHR INHIBITORS 

Acetazolamldc tablets. 

Dichlorphenamlde tablets. 

Ethoxzolamide tablets. 

Meihazolamtde tablets 

CARDIAC CLYCOSXDBa 

Acetyl dig 1 toxin tablets. 

coartcotxNi 

Betamethasone tablets 
Cortisone acetate tableu. 

OexamethOHonc tablets. 

Fludrocortisone acetate Cablets. 

Flu prednisolone tablets. 

Hydrocortuone aceute tablets and pow'der 
Hydrocortisone tablets 
Methylpredntsolone tablets 
Paramethasone acetate tablets. 

Prednisolone tablets. 

Prednisone tablets. 

Triamcinolone tablets. 

MBOOWI 
Dienestrol tablets. 

Diet hvlMtu bestrol diphosphate tablets 
DlethytetUbestrol tableu 
Ethinyl estradiol tablets. 

HYroCLYCBMtCS 

Tolbutamide tableu. 

MlSaUANCODS 

Imlpramine hydrochloride tablets. 
Isoproterenol sublingual tablets. 
MeUiylteatosterone tablets. 

Probenecid tablets. 

Sodium sulfoxone tablets. 


THYROID •itrrrLZMICWT 

In thyronine. sodium tablets. 

TR A N QUILIJESSS 

Chlordlazepoxide hydrochloride capaulea. 
Chlorpromaxtne tablets 
Fluphenartne hydrochloride tablets. 
Perphenazine tablets. 

Prochlorperazine tablets. 

Promazine tableu. 

Promethazine tablets. 

Thioridazine tablets. 

Trifluoperazine tablets. 

Trlflupromaztne tablets 
Trlroeprazine tablets. 

VITAMIN K 

§ 

Menadione tablets. 

Phytonadlone tableta. 

• d i For certain drug products bioavali¬ 
ability may be demonstrated by evidence 
obtained in vitro in lieu of in vivo data. 
The Food and Drug Administration shall 
waive the requirement for the submis¬ 
sion of evidence obtained in vivo demon¬ 
strating the bioavaliability of the drug 
product if the drug product meets one 
of tiie following criteria I 

« 1» The drug product Is subject to a 
bioequivalence requirement established 
by the Food and Drug Administration 
under Subpart C of this Part that speci¬ 
fies only an in vitro testing requirement. 

(2> The drug product is In the same 
dosage form, but in a different strength, 
and is proportionally similar in its active 
and inactive ingredients to another drug 
product made by the same manufacturer 
and the following conditions arc met: 

<i> The bioavailability of this other 
drug product has been demonstrated. 

<11* Both drug products meet an an- 
propriate in vitro test approved by the 
Food and Drug Administration. 

<ili> The applicant submits evidence 
showing that both drug products are pro¬ 
portionally similar in their active and in¬ 
active ingredients 

(3> The drug product is. on the basis 
of scientific evidence submitted in the 
application, shown to meet an in vitro 
tost that assures bioavailability, i,e., an 
in vitro test that has been correlated with 
in vivo data. 

<4> The drug product is a reformulated 
product that Is identical, except for color, 
flavor, or preservative, to another drug 
product made by the same manufacturer 
and both of the following conditions are 
met: 

(!) The bioavailability of the other 
product lias been demonstrated. 

(ill Both drug products meet an ap¬ 
propriate in vitro test approved by the 
Food and Drug Administration. 

i5> The drug product contains the 
same active drug ingredient or thera¬ 
peutic: moiety and is in the same strength 
and dosage form as a drug product that 
is the subject of an approved full or ab¬ 
breviated new drug application, and both 
drug products meet an appropriate in 
vitro test that has been approved by the 
Food and Drug Administration. 

(e* The Food and Drug Administra¬ 
tion. for good cause, may defer or waive a 
requirement for the submission of evi¬ 
dence of in vivo bioavailability if deferral 
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or waiver is compatible with the protec¬ 
tion of the public health. 

§ 320.23 flat*!* for tlrfuon*! rating l>i<>- 

ja%M»l<ali«lit>. 

< a > The in vivo bioavailability of a drug 
product is demonstrated if the product’s 
rate and extent of absorption, as deter¬ 
mined by comparison of measured pa¬ 
rameters, e.g.. concentration of the active 
drug ingredient in the blood, urinary ex¬ 
cretion rates, or pharmacological effects, 
do not Indicate a significant difference 
from the reference material’s rate and 
extent of absorption. 

<b) Statistical techniques used shall be 
of sufficient sensitivity to detect differ¬ 
ences in rate and extent of absorption 
that are not attributable to subject varia¬ 
bility. 

«c> A drug product that differs from 
the reference material in its rate of ab¬ 
sorption. but not in Us extent of absorp¬ 
tion. may be considered to be bioavallable 
if: 

(1) The difference in the rate of ab¬ 
sorption is intentional and appropriately 
reflected in the labeling: and/or 

<2) The rate of absorption is not detri¬ 
mental to the safety and effectiveness of 
the drug product. 

§320.21 (rrncr.d nmmmrlie* for dr- 
trrmininjt bi<m\ailMhilit>. 

«a> Bioavailability Is usually deter¬ 
mined by measurement of: 

<1) The concentration of the aettve 
drug Ingredient or therapeutic moiety, or 
its metabolite <*) , in biological fluids as a 
function of time: or 

<2> The urinary excretion of the thera¬ 
peutic moiety or its metabolite* s> as a 
function of time: or 

(3i An appropriate acute pharmaco¬ 
logical effect. 

(b> Bioavailability may be determined 
by several direct or indirect in vivo meth¬ 
ods. generally involving testing in hu¬ 
mans. The selection of the method de¬ 
pends upon the purpose of the study, the 
analytical method available, and the na¬ 
ture of the drug product. These limita¬ 
tions affect the degree to which precise 
pharmacokinetic studies can be applied 
and. in some cases, necessitate the use of 
other methods. Bioavailability testing 
shall be conducted using the most accu¬ 
rate. sensitive, and reproducible ap¬ 
proach available among those set forth 
in paragraph <c> of this section. 

<c) The following in vivo approaches, 
in descending order of accuracy, sensi¬ 
tivity. and reproducibility, are acceptable 
for determining the bioavailability of a 
drug product. 

<1) In vivo testing in humans in which 
the concentration of the active drug in¬ 
gredient or therapeutic moiety or its 
metabolite*8>. in whole blood, plasma, 
serum, or other appropriate biological 
fluid is measured as a function of time, or 
in which the urinary excretion of the 
therapeutic moiety, or its metabolites), 
is measured as a function of time. This 
approach Is particularly applicable to 
dosage forms intended to deliver the ac¬ 
tive drug ingredient or therapeutic moi¬ 
ety, or to the blood stream for systemic 
distribution within the body. i.c.. inject¬ 
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able drugs, most oral dosage forms, most 
suppositories, certain drugs administered 
by inhalation, and some drugs adminis¬ 
tered by local application to mucous 
membranes. 

*2* In vivo testing In humans in which 
an appropriate acute pharmacological 
effect of the active drug ingredient or 
therapeutic moiety, or metabolite«s>. is 
measured as a function of time if such 
effect can be measured with sufficient ac¬ 
curacy. sensitivity, and reproducibHlty. 
This approach is applicable when appro¬ 
priate methods are not available for 
measurement of the concentration of the 
active drug ingredient or therapeutic 
moiety, or its metabolite (s>. in biological 
fluids or excretory products but a method 
is available for the measurement of an 
appropriate acute pharmacological ef¬ 
fect. This approach is applicable to the 
same dosage forms listed in paragraph 
<c) <1* of this section. 

«3> Well-controlled clinical trials in 
humans that establish the safety and 
effectiveness of the drug product. This 
approach is the least accurate, sensitive, 
and reproducible of the general ap¬ 
proaches for determining in vivo bio- 
uvnliability in humans. For dosage forms 
intended to deliver the active drug in¬ 
gredient or therapeutic moiety to the 
bloodstream for systemic distribution 
within the body, this approach shall be 
considered as providing a sufficiently ac¬ 
curate estimate of in vivo bioavailability 
only when analytical methods are not 
available to permit use of one of the ap¬ 
proaches outlined in paragraph fc) Cl) 
and *2* of this section. Tills approach 
shall also be considered os sufficiently ac¬ 
curate for determining the bioavailability 
of dosage forms Intended to deliver the 
therapeutic moiety locally, eg., topical 
preparations for the skin. eye. ear, mu¬ 
cous membranes: oral dosage forms not 
intended to be absorbed, e g., an antacid 
or a radiopaque medium; and bronchodi- 
lators administered by inhalation if the 
onset and duration of pharmacological 
activity arc defined. 

Any other in vivo approach ap¬ 
proved by the Food and Drug Adminis¬ 
tration. This provision is intended for 
special situations and to include those 
circumstances where the in vivo bioavail- 
ability of a drug product might be deter¬ 
mined in a suitable animal model rather 
than in humans or by using a radioactive 
or nonradioactlve iso topically labeled 
drug product. 

§ 320.23 Ctiidrlinr* for llir routine! of 
an in vWo hn*a%ailakilil> -Huh. 

«a> Guiding principle t. U> The basic 
principle in an in vivo bioavailability 
study is that no unnecessary human re¬ 
search should be done 

<2> An in vivo bioavailability study 
shall not be conducted in humans if an 
appropriate animal model exist* and cor¬ 
relation of results in animals and hu¬ 
mans has been demonstrated. If an ap¬ 
propriate animal model does not exist, 
however, an in vivo bioavailability study 
shall ordinarily be done in normal adults 
under standardized conditions. 

(3) In some situations, an in vivo bio¬ 
availability study in humans may pref¬ 


erably and more properly be done in suit¬ 
able patients. Critically 111 patients shall 
not be included in an in vivo bloavaii- 
ftbillty study unless the attending physi¬ 
cian determines that there is a potential 
benefit to the patient. 

<b) Baste design. The basic design of 
an in vivo bioavnilability study is deter¬ 
mined by the following: 

The scientific questions to be an¬ 
swered. 

*2) The nature of the reference ma¬ 
terial and the dosage form to be tested 
13) The availability of analytical 
methods. 

<4> Benefit-risk considerations in re¬ 
gard to testing in humans. 

(c) Comparison to a reference ma¬ 
teria/. In vivo bioavailability testing of 
a drug product shall be in comparison to 
an appropriate reference material unless 
some other approach is more appropriate 
for valid scientific reason s. 

<d » Previously unmarketed active drug 
ingredients or therapeutic moieties . <P 
The purpose of an in vivo bioavailability 
study involving a drug product contain¬ 
ing an active drug ingredient or thera¬ 
peutic moiety that has not been approved 
for marketing is to determine: 

«ii The bioavailability of the formula¬ 
tion proposed for marketing: and 
<U* The essential pharmacokinetic 
characteristics of the active drug ingre¬ 
dient or therapeutic moiety, such as the 
rate of absorption, the extent of absorp¬ 
tion, the half-life of the therapeutic 
moiety In vivo, and the rate of excretion 
and/or metabolism. Dose proportionality 
of the active drug ingredient or the ther¬ 
apeutic moiety needs to be established 
after single-dose administration and in 
certain instances after multiple-dose ad¬ 
ministration. This characterization is a 
necessary part of the investigation of the 
drug to support drug labeling. 

<2> The reference material in such a 
bioavailability study should be a solution 
or suspension containing the same quan¬ 
tity of the active drug Ingredient or ther¬ 
apeutic moiety as the formulation pro¬ 
posed for marketing. 

<3) The reference material should be 
administered by the same route as the 
formulation proposed for marketing un¬ 
less an alternative or additional route 
is necessary to answer the scientific ques¬ 
tion under study. For example, in the 
case of an active drug ingredient or 
therapeutic moiety that is poorly ab¬ 
sorbed after oral administration, it may 
be necessary to compare the oral dosage 
form proposed for marketing with the 
active drug ingredient or therapeutic 
moiety administered in solution both 
orally and intravenously. 

re> New formulations of actire drug 
ingredients or therapeutic moieties ap¬ 
proved for marketing . ill The purpose of 
an in vivo bioavailability study involving 
a drug product that is a new formulation, 
a new dosage form, or a new salt or ester 
of an active drug ingredient or therapeu¬ 
tic moiety that has been approved for 
marketing is to: 

(I) Determine the bioavailability of 
the new formulation, new dosage form, 
or new salt or ester relative to an appro¬ 
priate reference material; and 
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<lii Define the pharmacokinetic pa¬ 
rameters of the new formulation, new 
dosage form, or new salt or ester to 
cMabllsh dosage recommendation. 

<2> The selection of the reference ma- 
tprtahs) In such a bioavaliability study 
depends upon the scientific questions to 
tie answered, the data needed to establish 
comparability to a currently marketed 
drug product, and the data needed to 
establish dosage recommendations 

«3> The reference material should bo 
taken from a current batch of a drug 
product that is the subject of an ap¬ 
proved new drug application and tliut 
contains the same active drug ingredient 
or therapeutic moiety, if the new for¬ 
mulation. new dosage form, or new salt or 
ester is intended to be comparable to or 
to meet any comparative labeling claims 
made hi relation to the drug product that 
Is the subject of an approved new drug 
application. 

<f> Controlled release formulations. 
«l> The purpose of an in vivo bioavail- 
nbility study involving a drug product for 
which a controlled release claim is made 
U to determine if all of the following 
conditions are met: 

<i> The drug product meets the con¬ 
trolled release claims made for it. 

Mi> The bioavailability profile estab¬ 
lished for the drug product rules out the 
occurrence of any dose dumping. 

Mill The drug product’s steady-state 
(performance is equivalent to a currently 
marketed noncontrollcd release or con¬ 
trolled release drug product that con¬ 
tains the same active drug Ingredient or 
therapeutic moiety and that is subject to 
an approved full new drug application. 

Mv» The drug product’s formulation 
provides consistent pharmacokinetic per¬ 
formance between individual dosage 
units. 

• 2 ) The reference material is) for such 
a bioavailability study shall be chosen to 
permit an appropriate scientific evalua¬ 
tion of the controlled release claims made 
for the drug product. The reference ma¬ 
terial shall be one of the following or any 
combination thereof: 

Mi A solution or suspension of the ac¬ 
tive drug ingredient or therapeutic 
moiety. 

'll* A currently marketed nuncon¬ 
trolled release drug product containing 
the same active drug ingredient or thera¬ 
peutic moiety and administered accord¬ 
ing to the dosage recommendations in 
the labeling of the noncontrolled release 
drug product. 

'Ill) A currently marketed controlled 
release drug product subject to an ap¬ 
proved full new drug application con¬ 
taining the same active drug ingredient 
or therapeutic moiety and administered 
according to the dosage recommenda¬ 
tions in the labeling proposed for the 
controlled release drug product. 

Mv» A reference material other than 
one set forth in paragraph <f> <2> Mi. Mil 
or <ili) of this section that is appropriate 
for valid scientific reasons. 

'B 1 Combination drug products . (li 
Generally, the purpose of an in vivo bio¬ 
availability study involving a combina¬ 
tion drug product is to determine if the 
rate and extent of absorption of each ac¬ 


tive ding ingredient or therapeutic 
moiety in the combination drug product 
is equivalent to the rate and extent of 
absorption of each active drug ingredient 
or therapeutic moiety administered con¬ 
currently in separate single-ingredient 
preparations. 

(2 1 The reference material in such a 
bioavailability study should be two or 
more currently marketed, single-ingre¬ 
dient drug products each of which con¬ 
tains one of the active drug ingredients 
or therapeutic moieties in the combina¬ 
tion drug product The Food and Drug 
Administration may. for valid scientific 
reasons, specify that the reference ma¬ 
terial shall he a combination drug prod¬ 
uct that is the subject of an approved 
new' drug application. 

<3> The Food and Drug Admlnistra- 
Ti'*n in v permit a bioavailability study 
inv lvinq a combination drug product to 
r*el?nnine the rate and extent of absorp- 
Mon of selected, but not all. active drug 
ingredients or therapeutic moieties in the 
combination drug product. The Food and 
Drug Administration may permit tills 
tl«t?rmination if the pharmacokinetics 
and the interactions of the active drug 
ingredient* or themoeutic moieties in the 
comblnition drug product are well 
known nnd the therapeutic activity of 
the combination drug product is gener¬ 
al!/ recognized to reside in only one of 
the uctivc drug ingredients or therapeu¬ 
tic moieties, e g., ampicillln in an ampi- 
cilltn-probenecid combination drug 
product. 

<h» Use of a placebo as Die reference 
material Where appropriate or where 
necessary to demonstrate the sensitivity 
of the test, the reference material in a 
bioavailability study may be a placebo 
if: 

< 11 The study measures the therapeu¬ 
tic or acute pharmacological effect of the 
active drug ingredient or therapeutic 
moiety; or 

<21 The study is a clinical trial to es¬ 
tablish the safety and effectiveness of the 
drug product. 

M) Standards for test drug product 
and reference material . (H Both the 
drug product to be tested and the refer¬ 
ence material, if it is another drug prod¬ 
uct. shall be shown to meet all compen¬ 
dial or other applicable standards of 
Identity, strength, quality, and purity, 
including potency and. where applicable, 
content uniformity, disintegration times, 
and dissolution rates. 

(2» Samples of the drug product to be 
tested shall be manufactured using the 
same equipment and under the same 
conditions as those used for full-scale 
production. 

§ 320.2b on (he doijgrt of ■ 

in vivo bioavnilakililv 

%tudy. 

<ai Baste principles. (1) An in vivo 
bioavailability study should be a single¬ 
dose comparison of the drug product to 
be tested and the appropriate reference 
material conducted in normal adults. 

(2 1 The test product and the reference 
material should be administered to sub¬ 
jects ui the fasting state, unless some 


other approach is more appropriate for 
valid scientific reasons. 

<b> Study design. (1> A single-dose 
study should be crossover In design, un¬ 
less a parallel design or other design is 
more appropriate for valid scientific rea¬ 
sons. and should provide for a drug elim¬ 
ination period. 

<2> Unless some other approach is ap¬ 
propriate for valid scientific reasons, the 
drug elimination period should be cither: 

M» At least three times the half-life 
of the active drug ingredient or thera¬ 
peutic moiety, or its metabolite's», meas¬ 
ured in the blood or urine; or 

*li> At least three times the half-life 
of decay of the acute pharmacological 
effect. 

<c> Collection of blood samples. <1» 
When comparison of the test product and 
the reference material Is to be based on 
blood concentration lime curves, unless 
some other approach is more appropriate 
for valid scientific reasons, blood samples 
should be taken with sufficient frequency 
to permit an estimate of both: 

< i ♦ The peak concentration in the blood 
of the active drug ingredient or thera¬ 
peutic moiety, or its metabolite MO, meas¬ 
ured; and 

< ii > The total area under the curve for 
a time period at least three times the 
half-life of the active drug ingredient 
or therapeutic moiety, or its metabo- 
liteisi. measured. 

<2> In a study comparing oral dosage 
forms, the sampling times should be 
identical. 

(3) In a study comparing an intrave¬ 
nous dosage form and an oral dosage 
form, the sampling times should be those 
needed to describe both: 

M> The distribution and elimination 
phase of the intravenous dosage form; 
and 

<ii» The absorption and elimination 
phase of the oral dosage form. 

(4> In a study comparing drug delivery* 
systems other than oral or intravenous 
dosage forms with an appropriate refer¬ 
ence standard, tlic sampling times should 
be based on valid scientific reasons. 

<d» Collection of urine samples. When 
comparison of the test product and the 
reference material is to be based on cu¬ 
mulative urinary excretion-time curves, 
unless some other approach is more ap¬ 
propriate for valid scientific reasons, 
samples of the urine should be collected 
with sufficient frequency to permit an 
estimate of the rate and extent of uri¬ 
nary' excretion of the active drug ingre¬ 
dient or therapeutic moiety, or its me¬ 
tabolite* s). measured. 

<e) Measurement of an acute pharma¬ 
cological effect. (1 > When comparison of 
the test product and the reference ma¬ 
terial is to be based on acute pharmaco¬ 
logical effect-time curves, measurements 
of this effect should be made with suffi¬ 
cient frequency to permit a reasonable 
estimate of the total area under the 
curve for a time period at least three 
times the haff-iife of decay of the phar¬ 
macological effect, unless some other ap¬ 
proach is more appropriate for valid sci¬ 
entific reasons. 
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<2) The me of an acute pharmacologi¬ 
cal effect to determine bioava liability 
may further require demonstration of 
dose-related response. In such a case, 
bioavailability may be determined by 
comparison of the dose-response curves 
as well as the total area under the acute 
pharmacological effect-time curves for 
any given dose. 

§ 320.27 LuidcLiiie* ot» thr dr%t£tt of * 

tniillipli mIu'4- in nui bioatailabilil) 
Mudv. 

(a) Basic principles. ‘1» In selected 
circumstances it may be necessary for 
the test product and the reference mate¬ 
rial to be compared after repeated ad¬ 
ministration to determine steady-state 
levels of the active drug ingredient or 
therapeutic moiety in the body. 

<2) The test product and the reference 
material should be administered to sub¬ 
jects in the fasting or nonfasting state, 
depending upon the conditions reflected 
in the proposed labeling of the test 
product. 

(3) A multiple-dose study may be re¬ 
quired to determine the bioavallability of 
a drug product in the following circum¬ 
stances: 

<i) There is a difference in the rate of 
absorption but not in the extent of ab¬ 
sorption. 

OJ) There Is excessive variability in bi¬ 
oavallability from subject to subject 

«iii> The concentration of the active 
drug ingredient or therapeutic moiety, or 
its metabolite<si. in the blood resulting 
from a single dose is too low for accurate 
determination by the analytical method. 

(iv » The drug product is a controlled 
release dosage form. 

*b) Study design. <l> A multiple-dose 
study should be crossover In design, un¬ 
less a parallel design or other design is 
more appropriate for valid scientific rea¬ 
sons, and should provide for a drug elim¬ 
ination period if steady-state conditions 
are not achieved. 

(2) A multiple-dose study is not re¬ 
quired to be of crossover design if the 
study is to establish dose proportionality 
under a multiple-dose regimen or to es¬ 
tablish the pharmacokinetic profile of a 
new drug product, a new drug delivery 
system, or a controlled release dosage 
form. 

(3) If a drug elimination period is re¬ 
quired, unless some other approach is 
more appropriate for valid scientific rea¬ 
sons. the drug elimination period should 
be either: 

O) At least five times the half-life of 
the active drug ingredient or therapeu¬ 
tic moiety, or its metabolites). measured 
in the blood or urine: or 

fit) At least five times the half-life of 
decay of the acute pharmacological 
effect 

<c) Achievement o/ steady-state con - 
ditions. Whenever a multiple-dose study 
is conducted, unless some other approach 
is more appropriate for valid scientific 
reasons, sufficient doses of the test prod¬ 
uct and reference material should be 
administered in accordance with the 
labeling to achieve steady-state condi¬ 
tions. 


RULES AND REGULATIONS 

(d> Collection of blood or urine 
samples. (1) Whenever comparison of the 
test product and the reference material is 
to be based on blood concentration-time 
curves at steady-state, sufficient samples 
of blood should be taken to define 
adequately the maximum <Cmax> and 
minimum (Cmin> blood concentrations 
on 2 or more consecutive days to estab¬ 
lish that steady-state conditions are 
achieved. 

<2) Whenever comparison of the test 
product and the reference material is to 
be based an cumulative urinary cxcrc- 
tion-tunc curves at steady-6tate. suffi¬ 
cient samples of urine should bo taken to 
define the rate and extent of urinary ex¬ 
cretion on 2 or more consecutive days to 
establish that steady-state conditions are 
uchicved. 

<3) A more complete characterization 
of the blood concentration or urinary ex¬ 
cretion rate during the absorption and 
elimination phases of a single dose ad¬ 
ministered at steady-state is encouraged 
to permit estimation of the total area 
under concentration-time curves or cu¬ 
mulative urinary excretion-time curves 
and to obtain pharmacokinetic informa¬ 
tion, e.g.. half-life or blood clearance, 
that is essential in preparing adequate 
labeling for the drug product. 

«e) Steady-state parameters. Cl) In 
certain instances, e.g.. in a study involv¬ 
ing a new drug entity, blood clearances 
at steady-state obtained in a multiple- 
dose study should be compared to blood 
clearances obtained in a single-dose 
study to support adequate dosage recom¬ 
mendations. 

*2) In a linear system, the area under 
the blood concentration-time curve dur¬ 
ing a dosing Interval In a multiple-dose 
steady-state study is directly propor¬ 
tional to the fraction of the dose ab¬ 
sorbed and is equal to the corresponding 
"zero to infinity” area under the curve 
for a single-dose study. Therefore, when 
steady-state conditions are achieved, a 
comparison of blood concentrations dur¬ 
ing a dosing interval may be used to de¬ 
fine the fraction of the active drug in¬ 
gredient or therapeutic moiety absorbed. 

<3> Other methods based on valid 
scientific reasons should be used to deter¬ 
mine the bioavallability of a drug prod¬ 
uct having dose-dependent kinetics < non¬ 
linear system). 

if) Measurement of ari acute pharma¬ 
cological effect . When comparison of the 
test product and the reference material 
is to be based on acute pharmacological 
effect-time curves, measurements of this 
effect should be made with sufficient fre¬ 
quency to demonstrate a maximum 
effect and a lack of significant difference 
between the test product and the refer¬ 
ence material. 

§ 320.20 Correlation of hioavnilahility 
*itii an acute pliciriu.u oiogM'sil rfleet 
or rliniral oidcnce. 

Correlation of In vivo bioavallability 
data with an acute pharmacological 
effect or clinical evidence of safety and 
effectiveness may be required if needed 
to establish the clinical significance of a 


specU! claim, e g., in the case of a con¬ 
trolled release preparation. 

§320.29 Annhticnl mdliotU for an in 

vivo bioat.j.Lability «4udv. 

<a> The analytical method used in on 
In vivo bioavallability study to measure 
the concentration of the active drug 
ingredient or therapeutic moiety, or its 
metabolite <s>. in body fluids or excretory 
products, or the method used to measure 
an acute pharmacological effect shall be 
demonstrated to be accurate and of suffi - 
clent sensitivity to measure, with appro¬ 
priate precision, the actual concentra¬ 
tion of the active drug Ingredient or 
therapeutic moiety, or its metaboliteis'. 
achieved in the body. 

<b> When the analytical method is not 
sensitive enough to measure accurately 
the concentration of the active drug 
ingredient or therapeutic moiety, or its 
metabolite <s), in body fluids or excretory 
products produced by a single dose of the 
test product, two or more single doses 
may be given together to produce higher 
concentration if the requirements of 
I 320.31 are met. 

§ 320.30 Itujuirtr* regarding bio«ivuil~ 
ability re«p>imiir«it* anti rrvir* ui 
protocol* by the Food and Dim* 
Ad numeration. 

ta) The Commissioner of Food and 
Drugs strongly recommends that, to 
avoid the conduct of an Improper study 
and unnecessary human research, any 
person planning to conduct a bioavail- 
ability study submit the proposed 
protocol for the study to the Food and 
Drug Administration for review prior to 
the initiation of the study. 

<b) The Food and Drug Administra¬ 
tion shall review a proposed protocol for 
a bioavallability study and determine if 
all of the following conditions are met 
<1> The design of the proposed bio- 
availability study is appropriate. 

<2> The reference material to be used 
in the bloavailabillty study is appro¬ 
priate. 

< 3) The proposed chemical and statis¬ 
tical analytical methods are adequate. 

tc) General inquiries relating to in 
vivo bioavallability requirements and 
methodology shall be submitted to the 
Food and Drug Administration. Bureau 
of Drugs. Division of BiopharmaceuUcs 
(HFD-520). 5600 Fishers Lane. Rockville. 
MD 20857. 

§ 320.31 Applicability of requirement- 
regarding a ' 4 \a4$ee of Oninird In- 
%e»ligal tonal F.xrmptHm for m N« * 
Dm«” 

(a) Any person planning to conduct 
an in vivo bioavallability study In hu¬ 
mans shall submit a “Notice of Claimed 
Investigational Exemption for a New 
Drug” if cither: 

il) The test product contains a new 
chemical entity that is not the subject of 
an approved new drug application: or 
*2) The study involves a radloactivcly 
labeled drug product. 

<b) Any person planning to conduct a 
bioavallability study in hunums using « 
currently commercially available drug 
product that is the subject of an ap- 
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proved new drug application, or Is iden¬ 
tical. similar, or related to such a drug 
product shall submit an IND if the study 
Is one of the following: 

< 1) A single-dose study In normal sub¬ 
jects or patients where the dose exceeds 
that specified in the labeling of the drug 
product that Is the subject of on ap¬ 
proved new drug application. 

<2> A multiple-dose study In patients 
where the dose exceeds that specified in 
the labeling of the drug product that Is 
the subject of an approved new drug 
application. 


*3» A multiple-dose study in normal 
subjects whether or not the dose exceeds 
that specified in the labeling of the drug 
product that is tlie subject of an ap¬ 
proved new drug application. 

(ci The provisions of $ 312.1 of this 
chapter are applicable to any bioavail¬ 
ability study conducted under a ‘-Notice 
of Claimed Investigational Exemption 
for a New Drug/* 

(d i The consent of all human subjects 
tor their representatives) who partici¬ 
pate In a bioavailability study < regard¬ 
less of whether the study is conducted 
under a “Notice of Claimed Investiga¬ 


tional Exemption for a New Drug") shall 
be obtained in writing under $ 310.102 of 
this chapter. 

Effective date: This regulation shall be 
effective July 7, 1977. 

(Secs 201 (p). 601. 602. 506. 701**), 62 Stat. 
1041-1042 a* amended. 1049-1063 a* amended. 
1065 (21 U-8.C. 321 (p). 361, 362, 365. 371(a))) 

Dated: December 30. 1976. 

Sherwin Gardner 
Acting Commissioner 
of Food and Drugs. 

[TO Doc 77-669 Filed !-<M7;8:45 am[ 


* 
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Title 29—Labor 

SUBTITLE A—OFFICE OF THE SECRETARY 
OF LABOR 

PART 94—GENERAL PROVISIONS FOR 

PROGRAMS UNDER THE COMPREHEN¬ 
SIVE EMPLOYMENT ANO TRAINING 

ACT 

PART 97—SPECIAL FEDERAL PROGRAMS 

AND RESPONSIBILITIES UNOER THE 

COMPREHENSIVE EMPLOYMENT AND 

TRAINING ACT 

Migran! and Other Seasonally Employed 
Farmworkers Programs 

Miscellaneous Amendments 

On Tuesday. October 19. 1976, the De¬ 
partment of Labor published in the Fed¬ 
eral Register (41 FR 46125) proposed 
revisions to the regulations under the 
Comprehensive Employment and Train¬ 
ing Act at 29 CFR Parts 94 and 97. The 
Department invited interested persons 
to submit comments on the proposed reg¬ 
ulations until November 17.1976. 

Several comments were received. The 
Department studied these comments 
carefully, and established an evaluation 
procedure to allow consideration of each 
comment on its own merits and in rela¬ 
tion to other comments received on the 
same or similar subjects. 

This evaluation procedure has resulted 
in a decision to amend the current reg¬ 
ulations for section 303 In certain re¬ 
spects. 

The following significant changes have 
been made in response to the comments 
received on the October 19. 1976. pro¬ 
posed rulemaking: 

1 In 5 97.203 Definitions. In Form¬ 
work." 0761 of the Standard Industrial¬ 
ization Classification (8TC) Code defini¬ 
tions is removed an en exclusion so os 
not to prohibit provision of services to 
individuals who work for crew leaders. 
Provision of services to crew leaders, as 
such, is excluded under the definition of 
"Seasonal Farmworker.** 

2. In 4 97.215 Review of Funding Re¬ 
quests, in paragraphs (aX2XFXl> and 
(a> (2) CP) (2) . language is added to make 
experience criteria for 303 grantees and 
for other applicants consistent 

3. In 1 97.255 n new paragraph (h> Ls 
added which makes clear that section 
303 sponsors are permitted to use grant 
funds to Join associations which serve 
the professional needs of section 303 pro¬ 
gram operators, and foster the exchange 
of technical employment and training 
information among such professionals. 
It alto makes clear that Federal funds 
shall not be used for lobbying or political 
purposes. In response to comments re¬ 
ceived on the proposed amendment pub¬ 
lished August 24. 1976, the requirement 
that sponsors receive written authoriza¬ 
tion from the Secretary before joining an 
approved association wn* deleted. Since 
an association must be approved by the 
Secretary and announced. It was felt that 
to require additional written approval 
was duplication of effort. 

4. In | 97.262 Baiic personnel stand - 
arch jor grantees and sub grantees . a new 
paragraph (1) entitled 44 8taff complaint 
procedures* 4 Ls added which requires 


sponsors to establish as part of their 
written personnel policies a procedure 
for resolving staff personnel complaint*. 

In response to comments received, the 
subparagraph allowing staff members 
who have exhausted their employer’s ad¬ 
ministrative procedure to Initiate pro¬ 
cedures under | 97.291 (b) has been 
deleted. 

5. In | 97.232 Eligibility for participa¬ 
tion in Section 303 programs, paragraphs 
(a)(1) and <a><2) have been revised to 
clarify that farmworkers who supple¬ 
ment their income by working in food 
processing should not be disqualified. 
The intent of this section has never been 
to qualify workers exclusively employed 
in food processing Industries. 

6. In f 07.271 Procurement Standards . 
paragraph (d) is amended to eliminate 
dollar limitations and simply refer to 
definition of nonexpendable property as 
spelled out In the Property Handbook 
for MA Contractors. 

7. In addition, several edttortaL clari¬ 
fying. and interpretative changes have 
been made. The more significant changes 
are as follows: 

In i 97.203 Definitions. a definition for 
"Supplemental Funds*' ls added. 

In | 97.204 AllocaUon of funds, lan¬ 
guage is revised to clartfy that the hold 
harmless amount docs not include sup¬ 
plemental funds. 

In $ 97.213 Content and Description of 
Funding Request . in paragraph (b)(3> 
<1X0. a new item (10) is added tor 
description of monitoring and self-eval¬ 
uation system. 

* In 4 97.233 Types of program activities 
available, language is added to paragraph 
(C)(2)(h) to require prior approval of 
the Secretary for use of design* other 
than the 50 percent method for OJT. 

Section 97.266 Termination of a grant , 
has been revised by deleting paragrajih 
<b) of the proposed regulation, and put¬ 
ting it in a new section 97.267, Suspension 
and debarment. Tills new section pro¬ 
vides that the Secretary may suspend a 
grantee from being considered for sec¬ 
tion 303 funds when there is adequate 
evidence of illegal use of program funds 
and provides that DOL Procurement 
Regulations will be followed if suspension 
or debarment is proposed. 

Several comments were received on 
f 97.213<b><2MUi> and 4 97.251 (a Ml> 
and (2). the accounting certification 
process. The Department will continue to 
evaluate these comments and may pro¬ 
pose changes In the accounting certifica¬ 
tion process at a later date. 

A short explanatory statement was 
provided in the proposal of October 19. 
1976. to describe the substantive amend¬ 
ments to the July 9. 1975 regulations. A 
description of the amendments, which 
are adopted herein, for the Fiscal Year 
1977 regulation* are repeated for the 
reader’s convenience. 

In 4 97.203 De/tnJgJOfi*. the followlug 
changes are made: 

The definition of ' Allocation" has been 
changed to clarify that it refers to the 
amount of funds calculated to be used 
as planning estimates for section 303 
programs. 


The definition of “manpower services’* 
has been changed to eliminate the serv¬ 
ices of outreach, intake and assessment, 
and transportation, as specified in 
6 97.233. 

The definition of "supportive service? 
has been changed to Include transporta¬ 
tion. 

Section 97.212 has been revised to re¬ 
quire the submission of the revised Pre- 
application for Federal Assistance Form 
(SF424). 

Section 97-213(bX3HI>(CX8> has 
been revised to give examples of the types 
of items which may be submitted as evi¬ 
dence of past experience. 

Paragraph (b) (4) contains three new 
assurances (xiv). (xv). and (xvl>. 

Section 97.214 Submission of Funding 
Request, (c)(1). language has been 
changed to clarify that copies of the 
Funding Request shall be submitted to 
appropriate State and/or area clearing¬ 
houses. Language has been added to re¬ 
quire applicants to indicate in their 
Funding Request that the procedures of 
f 97.214 have been followed: 

In paragraph (a)(2)(E), 4 97.215 Re¬ 
view of Funding Requests, language has 
been loosened u> provide for the higher 
rating to be awarded to applicants which 
would operate programs incorporating 
services at less than or no cost to sec¬ 
tion 303. 

A new paragraph. 197.216(b)(4) has 
been added which allows the Secretary 
to not select an applicant If there is evi¬ 
dence or substantial mismanagement of 
government fund*. 

In 4 97 216(a)(2) time limitation b 
added to clarify that the Secretary will 
notify clearinghouses that submit com¬ 
ments on an application of the selection 
within seven working days of selection. 

In paragraph <b> language has been 
clarified to allow the Secretary to Invite 
one or more organizations to submit si 
proposal for a State or area. 

In paragraph (d) of f 97.217 Negotia¬ 
tion of final grant, a new provision has 
been added to allow tijc Secretary to 
negotiate with any organization in the 
event that negotiutloas did not result m 
any acceptable negotiated grant for a 
section 303 program In a State or area 

Section.? 97.220 and 97.221 Modifica¬ 
tions of Grant Agreement and Modifica¬ 
tion of Comprehensive Afanpoicer Plan 
have been combined as | 97.220 and com¬ 
pletely revised. The following Ls a sum¬ 
mary of the changes: (1) Modification* 
of grant agreement and major plan mod¬ 
ifications are combined. 

(2> A narrative modification b in¬ 
cluded In tho overall definition of major 
modification 

i3) Language is added restricting 
modifications being initiated solely to ad¬ 
just planned performance to meet actual 
performance. 

•4i Language is added to clarify for 
which item* prior approval of the Secre¬ 
tary is required. 

(5) Paragraph (b)(3) requires that 
the revised signature sheet shall be used 
on all modifications requiring prior ap¬ 
proval by the Secretary, which would 
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have an additional block to *how the 
type of modification. 

(6) In paragraph (c) minor plan and 
narrative modifications are combined. 

In paragraph (aXc) of 8 97.232 Eligi¬ 
bility for participation in section 303 
programs, the language regarding par¬ 
ticipation of aliens has been revirod. 

A new paragraph <e) has been added 
which prohibits sponsors from providing 
services to persons violating the terms of 
the Farm Labor Contractor Registration 
Act of 1963, as amended. 

In I 97.233 Types of program activities 
available paragraph (cMlii) has been 
clarified to Indicate that allowances and 
benefits shall be provided as specified in 
i 97.256. 

Time limitation ts removed Trom 
f 97.233 because It is covered under 

I 97.256. 

In 9 97.233(c) (2) (11), language has 
been added to indicate that use of a 
formula which incorrorates the trainee's 
wage as a factor nnd fixed unit cost con¬ 
tracting are acceptable methods of reim¬ 
bursement to private-for-profit em¬ 
ployers for extraordinary on-the-job 
training costs, as long as the reimburse¬ 
ment does not exceed 50 percent of the 
trainee’s entry level wage. 

The paragraph In 5 07.233 prohibiting 
direct subsiclation of wages for partici¬ 
pants placed with private-for-profit 
employers has been separated and re¬ 
numbered as (til). 

Section 97.233(c) has been renumbered 
as (c) <3) and has been revised to further 
clarify appropriate work experience ac¬ 
tivities. In addition, a new mragraph 
has been added regarding periodic re¬ 
view of each work experience participant. 

A new f 97.233(c) (3) (viii)(AH3> has 
been added to include for partlcincnU In 
Federally funded or assisted construction 
projects, the prevailing rate established 
by the Secretary in accordance with the 
Bavls-Bacon Act, when such rates are 
required by the Federal statute under 
which the assistance was provided. 

In 9 97.233(c)(4) the services of out¬ 
reach and intake have teen labeled as 
services to applicant*, ard paragraphs 
(I). (II). (Ill), and (iv) have been renum¬ 
bered. The services of intake, orienta¬ 
tion, counseling, and child care have 
been defined and transportat*on has been 
moved from manpower services to sup-, 
portive services. 

In | 97.233<c) (4) (ill) transportation 
has been moved from manpower services 
to supportive services. 

In 197.233(e) (4) (ill) (C)(9>. Adult 
Basic Education has been removed from 
Minportivc services and Referral to non- 
303 funded services has been added. 

In 8 97333(c)(4) (UiXE) and 197333 
(e)(5) (Ul), the words “as the only ac¬ 
tivity in which the participant is en¬ 
rolled** have been deleted. 

In | 97.236 Cooperative relationships 
between sponsor and other manpower 
agencies . In paragraph (a), the examples 
cf Job Corps nnd the Employment Serv¬ 
ice has been inserted. Also, grantees are 
required to maintain documentation on 
linkages established. 


In § 97336(b) the requirement to 
establish coor.rrative relationships with 
SESA’s is added. 

9 97337 Performance standards. In 
the proposed regulations published Oc¬ 
tober 19. 1976, this section was reserved. 
A revised set of performance measure¬ 
ments is being reviewed by the Depart¬ 
ment for future implementation. Until 
that is finalized, the section on perform¬ 
ance standards remains unchanged from 
the July 9,1975, regulations. 

In 8 97352 Audit two provisions have 
been added which are different from 
those in 9 98 6(e)(2). Audits shall be 
conducted every year for section 303 
grantees for grants of $25,000 or more. 

In { 97 253 Reporting Requirements, 
paragraph (b) a new reporting require¬ 
ment lias been added. Sponsors are re¬ 
quired to submit a current list of all 
CETA participants receiving wages to 
the 6ESA*s upon request. 

In 9 97355 Allowable Federal Costs, 
the language has been revised in para¬ 
graph (a) clarifying the definition of 
direct and indirect costs. 

In 9 97.255(d). language has been 
added to require grantees to assure that 
all subgrantcos and contractors plan, 
control and report expenditures against 
the six cost categories defined in 8 97 255 
(e) and plan for unemployment insur¬ 
ance costs to be incurred during the 
grant year. 

In 8 97.255(e)(2) the language has 
been changed to allow grantees to charge 
the cost of Insurance policy premiums 
incurred to provide comparable insur¬ 
ance to workmen’s compensation for 
classroom training or services to par¬ 
ticipants* enrollees, to the cost categories 
of Training or Services. 

In 9 97355(e)(4) language has been 
added to clarify that training costs con¬ 
sisting of goods and services which di¬ 
rectly affect participants should be for 
instruction of participants in either a 
work environment or classroom. 

In f 97.255(e) (6) language has been 
added to define administration costs as 
all indirect and direct costa identified 
with the management of the grant in¬ 
cluding subgrantee and contractors, and 
supervision. 

In 9 97.255(e)(7), language has been 
added to allow grantees to charge single 
unit charges to the dominant cost cate¬ 
gory if the cumulative amount of com¬ 
mon charges such as doctor's bills or 
tuition fees will not exceed $25,000 dur¬ 
ing the grant year, and clarify that for 
such charges os tuition fees In excess 
of the $25,000 for which details cannot 
be obtained, benefits can be charged to 
cost categories based on estimates. 

In 8 97 255(f) (1). Wages, language has 
been added to specify that cost of living 
Increases arc to be considered wages. 

In 9 97355(f) (2). Fringe benefits, lan¬ 
guage has been added to prohibit the 
charging of cost of living increases to 
fringe benefits nnd to require grantees 
to charge unemployment insurance costs 
as they are incurred. 

In 8 97.255(f)(4) Training, the lan¬ 
guage has been revised to allow grantees 
to charge the costs of classroom space 
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and utilities. Instructor's equipment and 
clerical support to the cost category of 
Training. 

In 9 97.255(f) (5) (v), Services, lan¬ 
guage has been added to allow grantees 
to charge the travel, equipment, space 
and utilities costs identified with such 
positions as Job developers, counselors, 
and outreach workers. Additionally, 
transportation of participants will be an 
allowable cost under Services. 

In 8 97.255(g) Travel Costa, language 
Is revised and clarified so that prior ap¬ 
proval of the Secretary Is not required 
for section 303 staff and board members 
if travel is within the section 303 target 
area or for a Department sponsored con¬ 
ference or meeting. 

Section 97.256 Allowances, wages, gen¬ 
eral benefits. and working conditions for 
program participants has been divided 
into separate sections so that 8 97356 Is 
titled Allowances; 8 97357 is titled 
Wages: 9 97 238 is titled Minimum dura¬ 
tion of training; reasonable expectation 
of employment; and 9 97359 is titled 
General benefits and working conditions 
for program participants . Each of these 
sections has been written out in order to 
eliminate the need to reference corres¬ 
ponding paragraphs In sections 95 and 
98. As a result. 8 97.257-97369 have been 
renumbered. 

In paragraph <b) of 8 97 256 Training 
allowances, clarification lias been made 
that allowances shall be paid for class¬ 
room training except In ca^es where 
waivers have been granted; and allow¬ 
ances may be paid only for participation 
in activities listed under manpower serv¬ 
ices, 8 97.233(c) (4) (ill) <B>, or in other 
activities. 

In 8 97.258 Minimum duration of 
training; reasonable expectation of em¬ 
ployment, language has been added so 
that an individual may not be referred 
for training which requires less than two 
weeks pre-employment training unless 
there are immediate employment oppor¬ 
tunities available in that occupation. 

In 8 97.269. Program income and limit¬ 
ations on program expenditures, lan¬ 
guage was added to paragraph (a)(1) to 
require grantees to return Interest 
earned from program funds within 30 
days of the end of each grant quarter and 
paragraph (a)(3) to require that non¬ 
interest program income be expended ac¬ 
cording to the appropriate title of th© 
Act. 

In 9 97370 Procurement standards, a 
new paragraph (c) has been added to 
make applicable to non-governmental 
grantees the definitions of subgrant and 
contract spelled out in 9 9830. 

In paragraph (a) of 9 97.292 Proce¬ 
dures for complaints arising from the 
selection of potential grantees, a sentence 
is added to clarify that this docs not 
apply to subjects of negotiation. 

Additionally, editorial, stylistic and 
technical changes are made in tills re¬ 
vision. 

Accordingly. 20 CFR Parta 94 and 97 
are revised, effective February 7, 1977, 
for the operation of Fiscal Year 1977 
grants, to read as follows: 
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Section 94.3 of Part 94 in revised by 
deleting the present Table of Contents 
for Part 97. Subpart C. and subatltuting 
therefor the new Table of Contents for 
Part 97. Subpart C. no that the revised 
section reads as follows: 

8 ‘>1.3 Om»olidat«'<! Table uf frwitrn!* 
fur Part* 

• * # • • 

Put V7-8pccial Pkumai. PtootAMA and Uk- 
APONsnuinni Qtnta Ttta OoAffiiiKMnvc 
Employment an» Tbaimino Act 

tClTAtr C—MUHAKT AN» OTIOOI tMAONALLT 
EMPLOY KU rAIUWMKM PR<MNUMK 

OH—AL 

floe. 

97201 Scope and purpose of Title HI. Sec¬ 
tion 303 Program*. 

U7202 Scope and purpose of Shis subpari 
07.203 Definition*. 

07.204 AUocaUon of funds. 

97205 Eligibility for allocable rund* 

OtANT PLANNfNO AN» APPLICATION 
PROCOUUII 

uT.210 Oraut planning and application pro¬ 
cedure* in general. 

07.211 Announcement of State Planning 
estimate* and Invitation to submit 
Funding Requonta. 

97.213 PreappUcatlon for Federal Assistance 

97213 Content and description of Funding 

Requests. 

97214 Submission of Funding Bequest* 

97215 Review of Funding Request* 

97216 Notification of solootlou. 

97.217 Negotiation of ansi grant 

97.218 Grant award. 

97.219 Annual competition. 

07.220 Modification*. 

Psocsam OraaaiioNs 

97.230 Oenerai. 

97.231 Battle responsibilities of grantees 

under Section 883. 

97232 Eligibility for participation in Sec¬ 
tion 303 programs. 

97.233 Type program activities available 
97234 Complaint procedure. 

97238 Training for lower wage industries: 

relocation of industries. 

97.230 Cooperative relatlooahips between 
grantee and other manpower agen¬ 
cies. 

07237 Performance Standards. 

OtANT AliMIMlifraSTlOM 

97.360 Grant admin Miration In general. 
97.281 Private nonprofit organ!—lion*, fi¬ 
nancial management system* 
97.269 Audit. 

97263 Reporting requirements 

97.264 Reallocation of fund* 

97 255 Allowable Federal oosti* 

97256 Training Allowances 

97257 Wages. 

07 256 Minimum duration of training, ex¬ 
pectation of employment. 

97256 General benefits and working condi¬ 
tions for program participant*. 

07 260 Allocation of allowable costs among 
program activities. 

97261 Bond coverage of otDolaU 
97302 Basic personu el standards for gran¬ 
tees and sub grantees 

97.263 Non-FOdoral Status or participant*. 

97.264 Grantee contracts and mibgrant* 
91.266 Adjustments In payments 
97266 Termination of a grant. 

97207 Suspension and debarment. 

97268 Grant doaeo ut procedures. 

97289 Maintaining and retention of rec¬ 
ord*. 


ape. 

97270 Program Income and limitationi on 
program expenditures. 

97.271 Procurement standards 

67279 Labor standards 

97273 Allowances and reimbursement* for 
board and advisory council mem- 
bens. 

Assessment asm *vai.nanow 

97.280 Assessment and evaluation 
Ahmikzstibati on Review 

97290 Purpoee and policy. 

97 291 Procedure for complaint* by eligible 
individuals and program partici¬ 
pants. 

97.292 Procedure for complain to arising 
from the selection of potential 
g rente— 


Atmtuamr: Comprehensive Employment 
and Training Act of 1973. as amended (Pub. 
L. 93-203. 87 Stat. 839: Pub. L. 93^507. 83 Slat. 
1815), secs. 702(a) and 303. unless otherwise 
noted. 

Part 97. Subpart C I* revised to read as set 
forth below: 
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97201 Scope and purpose of Title ITI. Sec¬ 
tion 303 Programs. 

97.202 Scope and purpose of this subpart 
97208 Definition*. 

97204 Allocation of funds. 

97205 Eligibility for allocable funds 

Ovavt Plawmovo and AmiCATtfVC 
PaocEomm 


97.210 Grant planning and application pro¬ 
cedures In general. 

97211 Announcement of State Planning 

cellmates and Invitation to sub¬ 
mit Funding Request a 

97212 Preapplicatiou for Federal Assistance 

97213 Coutent and description of Funding 

Request. 

97.214 Submisalon of Funding Requesu 

97.215 Review of Funding Requesu 
97310 Notification of selection 
97217 Negotiation of Anal grant 
97318 Or Ant award 

97219 Annual competition. 

97320 Modifications 

PftCKiSAM OrCEATIOWM 

97 230 Oenerat 

97.231 Basle responsibilities of grantees 
under Section 303. 

97332 Eligibility far participation In Sec¬ 
tion 303 programs. 

97283 Type of program activities available. 
07334 Complaint procedure. 

07338 Training for lower wage Industries; 

relocation of industries. 

07230 Cooperative relationship* between 
grantee and other manpower agen¬ 
cies. 

07.237 Performance Stan dardn 

Quant Aum iNimaanow 

97360 Grant administration In .general 
97.261 Private nonprofit organiseUons: fi¬ 
nancial management system* 

97252 Audit. 

97253 Reporting requirement' 

97254 Reallocation of funds 
07355 Allowable Federal costs 
97256 Training allowances. 

97357 Wages. 

97368 Minimum duration of training, rea¬ 
sonable expectation of employ¬ 
ment. 


Sec. 

97 289 General benefits and working couch- 
tloua for program parUcipsuU. 
07200 Allocation of allowable costs amon t ; 

program activities. 

97 201 Bond coverage of omclaln. 

97252 Basic personnel standards fur 
grantee* and subgranteee. 

97263 Non-Kedcral ctatixa of partlalpanu 

97.264 Grantee contracts and suhgrantr 
07265 AdjuatmeuU In paymenU 
97.206 Termination of a grant. 

97367 SuaperLHloti and debarment 
97306 Grant clnaeout procedure*. 

97369 Maintaining and retention of rec¬ 

ord* 

97370 Program income and limitation* cm 

program expend! turn 
97.271 Procurement atandarda. 

97 272 Labor standard*. 

97.273 Allowance* and reimburnemeniq fur 
board and advisory council mem¬ 
bers. 

ASSESAMENr AND EVALUATION 

07.280 Assessment and evaluation 

Admimistkatxvs Review 

07390 Purpose and policy. 

97391 Procedure for complaints by eligible 
individuals and program porttcJ 
pants. 

97302 Procedure for complaints orUlog 
from the selection of potential 
grantees. 

AuTiioamr: Comprehensive employment 
and Training Act of 1973. an amended (Pub 
L 93-203. 07 BUt 039: Pub*L 93-667. 88 SUT 
1845), eeoL 702(a) and 303. unless otherwise 
noted. 

Subpart C—Migrant and Seasonally Em¬ 
ployed Farmworker* program* 

Oekckal 

$ ‘>7*201 Scope ami purpose of Till** 111, 
-l i t ion 303 Program*. 

(a) II Is the purpose of Title HI sec¬ 
tion 303. of the Act to provide manpower 
and other services lor those individuals 
who sutler chronic seasonal unemploy¬ 
ment and underemployment In the agri¬ 
culture Industry, which has been sub¬ 
stantially affected by recent advances in 
technology and mechanization. These 
individuals constitute a substantial por¬ 
tion of the nation's rural manpower 
problem and substantially affect the en¬ 
tire national economy. 

(b> Because of the special nature o( 
the problem faced by migrant and sea¬ 
sonal farmworkers, the programs devel¬ 
oped and implemented under this sec¬ 
tion of the Act shall be administered by 
the Employment and Training Adminis¬ 
tration at the national level. Such pro¬ 
grams will be flexible in design and rl. tl 
have these primary objectives: 

(1) Alternatives to agricultural hr r 
Provision of services to mi gram and 
other seasonally employed farmworV m 
and their families who wish to seek al¬ 
ternative job opportunities to season*! 
farm work which will equip them Id com¬ 
pete In other labor markets nnd to re- 
cure stable year-round employment pro- 
riding an Income above the poverty 
level. 

(2) improved aurioultunat We stph' 
Provision of services necessary to im¬ 
prove the well-being of migrant* and 
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other seasonally employed farmworkers 
and their families who remain In the ag¬ 
ricultural labor market and or to up¬ 
grade their skills to enable them to take 
advantage of job opportunities created 
by changing agricultural technology. 

§ 97.202 Scope and purpose nf tltU %ub- 
part. 

<a) The regulations promulgated to 
carry out the Act are set forth in 29 
cfr Parts 94-99 as published in the 
Federal Register on June 25, 1976 <40 
FR 26334). As chcH substantive title of 
the Act provides for the establishment of 
a specific type of program, the regula¬ 
tions promulgated In Parts 94 through 
99 provide a separate part for each 
basic type of activity, and two parts 
deal with general matters relating to the 
Act. This subpart deals with all matters 
pertaining to the implementation and 
operation of Migrant and Seasonal 
Firm worker Programs pursuant to sec¬ 
tion 303 of the Act. It is designed to con¬ 
tain in itself all the regulatory material 
under the Act necessary for the opera¬ 
tion of section 303 programs except 
where specific reference Is made to other 
parts of this title. When the provisions 
of this subpart conflict with the provi¬ 
sions of other regulations under the Act. 
the provisions of this subpart shall pre¬ 
vail. 

' b* Statutory authority for the regu¬ 
lations contained in this Subpart C may 
be found in sections 303 and 702<a> of 
the Act. as amended as well as in other 
subMantive provisions of the Act, 

§ 97.203 Definition*. 

A listing of definitions of terms used 
in the regulations promulgated to imple¬ 
ment the Act is set forth in l 94.4 of this 
subtitle. Those definitions applicable only 
to section 303 or having special signifi¬ 
cance to section 303 are the following: 

"Allocation 0 shall mean the amount of 
funds calculated In accordance with sec¬ 
tion 97.204 of this subpart to be used as 
planning estimates for section 303 pro¬ 
grams in each State and distributed in 
accordance with the requirements of this 
subparL 

Appropriate amount" for the purposes 
of committing Title I and/or II funds for 
farmworkers shall mean an amount pro¬ 
portional to the significance of the farm¬ 
workers in Uie prime sponsor's popula¬ 
tion; for example, the amount whose 
ratio to the total Title I funds available 
to the prime sponsor Is equivalent to the 
ratio of the number of farmworkers to 
the total number of low-income workers 
in the prime sponsor’s jurisdiction. 

Eligible Applicant/’ for purposes of 
receiving funds allocable pursuant to 
f 97.204(c) of this title, shall mean: 

(a) A recognized prime sponsor under 
CETA Title I having within its Jurisdic¬ 
tion a significant segment of migrant 
and other seasonally employed farm¬ 
workers for whom it has committed 
funds provided under Title I and/or n 
of the Act in an appropriate amount: or 
a public agency designated by such prime 
sponsor to receive section 303 funds; 
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• b* A private nonprofit organization 
authorized by its charter or articles of 
incorporation to provide manpower or 
such other services as may be funded 
under this subpart. 

“Emergency assistance" shall mean 
temporary services on an emergency 
basis which are not immediately avail¬ 
able from non-section 303 sources. 

"Establishment" shall mean an eco¬ 
nomic unit, generally at a single physical 
location, where business is conducted 
'For example: Farm, orchard, ranch). 
For the purposes of the “seasonal farm¬ 
worker" definition, farm labor contrac¬ 
tors and crew leaders are not considered 
establishments; it u tile organizations to 
which they supply the workers that are 
the establishments'. 

"Family" shall mean one person, or 
more than one person living in a single 
household who are related to each other 
by blood, marriage, or adoption. A step¬ 
child or foster child who receives at least 
50 percent of his/her support from the 
stepparent or foster parents shall be 
counted as a member of the stepparent’s 
or foster parents’ family. A member of a 
household: 

( 1) Who is 18 or older, and 

<2) Who receives less than 50 percent 
•50*;*) of his/her maintenance from the 
family, shall not be considered to be a 
member of the family. Such an indi¬ 
vidual shall be considered as a family 
residing alone or in group quarters. 

"Farmwork" shall mean work per¬ 
formed for wages In agricultural produc¬ 
tion or agricultural services (as defined 
In the most recent edition of the Stand¬ 
ard Industrial Classification (SIC> Code 
definitions included in industries 01, 02 
< excluding 017). and 07 excluding 074. 
0752. and 078 k 

"Farmworker organization" shall mean 
a private nonprofit organization directed 
principally by farmworkers. 

"Funding request" shall mean a for¬ 
mal proposal submitted by an applicant 
which detail the type and extent of serv¬ 
ices to be provided to farmworkers and 
their dependents for consideration by the 
Secretary for funding under section 303. 

Health care" shall include but is not 
limited to preventive and clinical medical 
treatment for farmworkers and their 
dependents. 

"Manpower services" shall mean such 
services as <a> orientation; »b> counsel¬ 
ing; <c) job development; (d> referral; 
*e) job placement; <f) followup. 

"Migrant farmworker" shall mean a 
seasonal farmworker who performs or 
has performed . during the preceding 
twelve months agricultural labor which 
requires travel such that the worker is 
unable to return to his/her domicile 
•accepted place of residence) within the 
same day 

“Nutritional assistance” shall mean 
services including but not limited to as¬ 
sisting farmworkers and their depend¬ 
ents to obtain food stamps and vouchers, 
access to other food programs, fair hear¬ 
ings and limited direct cash purchases of 
food. 

"Participant" shall mean an individ¬ 
ual who qualifies and receives serv¬ 
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ices except for an individual who receives 
only outreach and Intake • including as¬ 
sessment) services. An individual appli¬ 
cant becomes a participant when: 

(1) The individual is declared eligible 
upon intake: and 

(2) The individual receives employ¬ 
ment. training or services funded under 
the Act following intake, except for an 
individual who receives only outreach 
and intake (Including assessment) serv¬ 
ices. 

"Planning estimates” shall mean the 
preliminary allocations announced for 
the purpose of providing target funding 
levels for each State. 

“Relocation assistance" shall mean the 
activities necessary to arrange for a fam¬ 
ily to move to a new abode for the pur¬ 
pose of receiving services and/or train¬ 
ing which will lead to alternative Job op- 
iwrtunities to seasonal farmwork. Ac¬ 
tivities may include but are not limited 
to: Necessary manpower services; the 
costs of the actual transfer of goods and 
property ineluding mileage for the fami¬ 
lies’ travel: emergency assistance; rent 
subsidies; and other supportive service*. 

"Residential support” shall mean the 
provision of temporary housing for fam¬ 
ilies receiving training, supportive serv¬ 
ices, or post-placement services. The 
grantee may offer such housing in severs! 
ways including but not limited to directly 
operating a residential facility with all 
necessary services or through the gran¬ 
tee’s subsidizing all or part of the rental 
and utility costs for an enrolled family 

"Seasonal farmworker" shall mean a 
person who during the preceding twelve 
months worked at least 25 days in farm 
work and worked less than 150 consecu¬ 
tive days at any one establishment. “Sea¬ 
sonal farmworker” includes both migra¬ 
tory and nonmlgratory farmworkers, but 
does not Include supervisors or nonmi- 
gratory individuals who are full-time 
students or farmworkers who are not 
"seasonal" as defined in the preceding 
sentence. 

“Section 303" shall mean the Migrant 
and Seasonal Farmworker Programs, sec¬ 
tion 303, Title HI of the Comprehensive 
Employment and Training Act of 1973 
• Pub. L. 93-203. 87 Stat. 839). 

"State” includes the Commonwealth of 
Puerto Rico. 

"Supplemental funds” shall mean any 
funds allocated In excess of that amount 
announced as a “planning estimate.” 

“Supportive Services" shall mean such 
services as health and medical service, 
child care, transportation, emergency as¬ 
sistance, relocation assistance, residential 
support, nutritional services, and legal 
services, designed to improve the well 
being of those remaining as seasonal 
farmworkers as well as such services de¬ 
scribed In i 94.4‘ddd) of the subtitle. 

"Target area" shall mean a geographic 
area to be served by a section 303 grant. 
Such an area may be a county, multi¬ 
county area, a state, or a multi-state 
area. 

"Target population” shall mean farm¬ 
workers and their dependents who meet 

5 97 232. 
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§ 97*201 Allocation of fund*. 

(a» Available funds. For the purpose 
of Implementing this subpart and pur¬ 
suant to section 303 of the Act, the Sec¬ 
retary shall reserve, from funds avail¬ 
able for Title ni programs, funds to 
serve migrants and other seasonally em¬ 
ployed agricultural workers In an amount 
equal to not less than 5 percent of the 
amount allocated pursuant to section 103 
i a) (1 > of the Act 

<b> National Account. Cl) No more 
than twenty percent i20%> of the statu¬ 
tory reserve for section 303 activities will 
be set aside for the National Account, to 
be used at the discretion of the Secre¬ 
tary for experimental programs; clear¬ 
ing house activity; labor market infor¬ 
mation: interstate programs; special 
needs, including but not limited to 
projects such as permanent housing; 
programs to meet the needs of emer¬ 
gency situations and changing agricul¬ 
tural technology; and other programs. 

<2> Funds from the National Account 
may be obligated by the Secretary by 
means of either contracts or grants to 
private nonprofit agencies or contracts 
to private profit making organisations. 
National Account funds obligated to 
states and local units of government 
shall be awarded through grants. 

(3» The Secretary shall fund pro¬ 
grams from the National Account ac¬ 
cording to procedures deemed advisable 
by the Secretary, but all National Ac¬ 
count programs shall include perform¬ 
ance standards specifically designed for 
those programs. 

(4» The provisions of this Subpurt C 
apply in their entirety to programs 
funded from the National Account, with 
the exception of 55 97.205. <Eligibility for 
Allocable Funds >. 97.211 < Allocations) f 
97.213-07.215 (Selection of Potential 
Grantees) and paragraph <b) of 5 97.237 

< Performance Standards). 

<c) State allocations (allocable funds >. 

< 1 1 No less than eighty percent (80%) 
of the funds reserved for section 303 
activities shall be allocated for farm¬ 
worker programs in individual states in 
an equitable manner using the best data 
available as determined by the Secre¬ 
tary. 

(2) Hold harmless clause. No state 
shall be allocated an amount which Ls 
less than 90 percent of the amount of 
allocable section 303 funds announced as 
the State planning estimate. The base 
amount on which the 90 percent is calcu¬ 
lated shall not include any supplemental 
funds which may have been allocated In 
the prior fiscal year. If during any fiscal 
year the appropriation for section 303 is 
less than that appropriated in the pre¬ 
vious fiscal year, the Secretary* reserves 
the right to suspend the provisions of 
paragraphs <c> (1) and <2> of this sec¬ 
tion. 

(3) Allocation Exceptions. <i) The 
Secretary reserves the right not to allo¬ 
cate any funds for use in a State whose 
allocation Ls leas than $50,000. The Sec¬ 
retary will announce which atatets) will 
not be allocated funds on or about July 1 
of each fiscal year. If the State alloca- 
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tioti would be an amount less than 
$50,000. the Secretary may allocate 
$50,000 for programs in that State. 

(il> Currently funded programs which 
are unsuccessful applicants for grant 
funds shall be given notice that funding 
will terminate upon expiration of the 
current grant and at least ninety-days 
lead time to phase out their operations, 
but such notice will not bind the Secre¬ 
tary to obligate additional funds. The 
notification of non-selection shall be the 
notice of termination and the require¬ 
ments of i 97.267 are to be followed 

<4> Funding cycle. All projects funded 
through State allocations shall be 
funded beginning January 1 of each year 
In accordance with the following fund¬ 
ing cycle: 

1 1) On or about July 1: Announcement 
of State planning estimates and the in¬ 
vitation to submit Funding Requests for 
State(s) orarea(s) open for competition 
as provided in 5 97.219. 

ill) August I; Deadline for submission 
of Preapplication Forms for Federal As¬ 
sistance forms (3 p.m.. e.d.t.). 

<tli> September 1: Deadline for sub¬ 
mission of Funding Requests (3 p.m . 
e.d.t. i. 

<ivl On or about November 1: Notifi¬ 
cation of selection as potential grantees. 

<v> January 1: Commencement of 
grant awards. 

If the Secretary deems it advisable to 
alter the funding cycle provided herein 
a revised funding cycle shall be published 
in the Federal Register on or about 
July 1 of any fiscal year. 

§ 97.205 Miciliiliu for alloruhlr fund**. 

The following organizations and units 
of government shall be eligible to receive 
allocable funds available under section 
303. 

(a> A recognized prime sponsor under 
CETA Title I having within its jurisdic¬ 
tion a significant segment of migrant 
and other seasonally employed farm¬ 
workers for whom it has committed 
funds provided under Title I and/or II 
of the Act in an appropriate amount; or 
a public agency within such a prime 
sponsor's geographic boundaries desig¬ 
nated by that eligible prime sponsor to 
receive section 303 funds in its place. 

(1) An applicant eligible under para¬ 
graph (a) of this section which wishes 
to apply for consideration for grant 
funds to operate programs in an area 
outside the are a in w hich it is eligible to 
operate under CETA Title I may do so 
only with the concurrence of the Title 
I prime sponsor for that area so affected. 
Such concufrence may be accomplished 
by means of an agreement that provides 
for a subgrant from the applicant prime 
sponor to the affected Title I prime 
sponsor or by letter from the affected 
prime sponsor authorizing the applicant 
prime sponsor to operate programs in the 
affected area. 

<b> A private nonprofit organization 
authorized by its charter or articles of 
incorporation to provide manpower or 
such other services as are permitted by 
this subpurt. 


»c) An organization which wishes to 
be considered for grant funds to op¬ 
erate programs in more than the State 
shall submit separate Funding Request* 
for each state for which it wishes to be 
considered for funding. An applicant eli¬ 
gible under paragraph <a> of this section 
which wishes to operate programs in an 
area outside of its State may do only 
with the concurrence of the Title I prime 
sponsor for that area. 

Grant Planning and Application 
Procedures 

§ 97.210 Cranl plan nine and applitnlnm 
lirtx rdurrt in general. 

Section 97.210-07.220 provide proce¬ 
dures for obtaining and modifying a 
grant to operate programs under section 
303 of the Act. Specifically, these sec¬ 
tions describe the procedures in the grant 
award process from the announcement oi 
invitation to submit Funding Requests 
through the grant application process 
to review by the Department and ap¬ 
proval of the grant. 

§ 97.211 Announcement of Stair plan¬ 
ning rwtiinnte* and invitation lo miI> 
mil Funding ItoqucM*. 

(a) Announcements. (1) State plan¬ 
ning estimates . On or about July 1 oi 
each fiscal year the Secretary shall an¬ 
nounce State planning estimates of re¬ 
sources available to Implement section 
303 programs. 

<2> States or areas open for competi¬ 
tion under section 303. On or about July 
1 of each fiscal year the Secretary shall 
announce a list of States and/or areas 
open for competition under section 303 as 
provided in f 97.219. 

(3) Jnulfafion to submit funding re¬ 
quests. On or about July 1 of each fiscal 
year, the Secretary shall invite applicants 
as defined in I 97.203 interested in re¬ 
ceiving funding under section 303 to 
submit a Funding Request. The invita¬ 
tion will cover only those areas desig¬ 
nated by the Secretary as open for com¬ 
petition. 

<4> These announcements shall be 
made In the Federal Register and 
through the appropriate Regional Ad¬ 
ministrator for Employment and Train¬ 
ing. 

ib) Intention to apply. (1 1 Any eligible 
applicant intending to apply for funds 
from a State allocation must submit a 
Preapplication for Federal Assistance 
form to the Secretary by August 1, of 
each fiscal year. 

<c> Opportunity for review and com¬ 
ment: (1) On or about August 20 of each 
fiscal year, the Secretary shall publish In 
the Federal Register a list of all eligible 
applicants which have submitted pre¬ 
applications for all or part of each State 
allocation: (2) Eligible applicants wish¬ 
ing to review and comment on the Fund¬ 
ing Request of any eligible applicant 
wlUiin their State as listed in the Federai 
Register pursuant to paragraph <cXl» 
of this section must request a copy of the 
Funding Request from the eligible ap¬ 
plicant so listed. 

(3) Eligible applicants submitting a 
Funding Request to the Secretary to be 
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i wldcrcd for all or part of a State's 
p locable funds must send a copy of the 
Funding Request to all other eligible ap¬ 
plicants within the State which have re¬ 
quested a copy of the Funding Request 
pursuant to paragraph CO (2) of this 
section. 

14) These copies must be submitted to 
requesting organizations at the same 
time the Funding Request Is submitted 
to the Secretary. Funding Requests sent 
by mail to requesting organizations pur¬ 
suant to paragraph (c) (2) and <3) of 
this section shall be sent by registered 
or certified mail with return receipt re¬ 
quested or if a Funding Request is de¬ 
livered by hand, the recipient eligible ap¬ 
plicant shall provide a written receipt 
bearing the time and date of delivery. 

<5) Comments of Funding Requests 
shall be submitted to the Secretary at the 
address provided In { 97.214. within 30 
days of receipt of the Funding Request, 
but no later than October 8. of each fis¬ 
cal year. A copy of all comments must 
also be sent to the concerned eligible ap¬ 
plicant by registered mail at the same 
time. 

§ 97*212 l*r«*4«|>plir4ttioti for EVdcra! *»- 
•itlatftcc. 

An applicant eligible to receive al¬ 
locable funds available under sectiou 301 
shall submit a preapplication to the Sec¬ 
retary. The preapplication shall consist 
of Standard Form 424 as prescribed by 
Federal Management Circular <FMC> 
74-7, with an attachment identifying the 
target area by State and Counties. 

<b) Preapplication for Federal Assist¬ 
ance form, Part I # shall be submitted to 
the offices Identified in 5 97.214 <a> and 
<b). If an organization does not submit 
a Preapplication for Federal Assistance 
form by August 1. 1U Funding Request 
ahull not be considered. 

§ 97.213 Contenl «ih! dencriplion of 
funding reqnmt. 

(a) General . (1) This section describes 
the Punding Request forms which appli¬ 
cants shall use to apply for funds under 
faction 303. 

<2) Forms and instructions are con¬ 
tained in the Forms Preparation Hand¬ 
book and its section 303 supplement and 
are available from the Secretary upon 

request, —«- 

(3) The Funding Request consists of 
four parts: The application for Federal 
Assistance; the Eligibility documenta¬ 
tion; the Comprehensive Plan for Farm¬ 
workers; and the Assurances and Cer¬ 
tifications form. 

<b) Funding Request forms. (1) Appfi- 
ation for Federal Assistance. This iden¬ 
tifies the applicant and the amount of 
funds requested. It provides information 
concerning the area to be served and the 
number of farmworkers expected to 
benefit from the program. The form 
provided in Federal Management Circu¬ 
lar 74-7. Port I, grant application for 
nonconstruction programs, shall be used 
with such other forms, as may be 
required. 

<2) Eligibility documentation. The fol¬ 
lowing documents shall be submitted by 


an applicant to meet the eligibility re¬ 
quirements for section 303. 

<l> A statement indicating the legally 
constituted authority under which the 
organization functions; 

(il) An employer identification num¬ 
ber from the Internal Revenue Service; 
and. for private nonprofit applicants, 
proof of their tax-exempt status; 

(ill) A certification by the chief fiscal 
officer of a public organization or by a 
CPA for private nonprofit organizations 
attesting to the adequacy of the appli¬ 
cant's accounting system, if applicable 
(refer to 1 97.251 to determine 
applicability); 

Ov) A copy of the Comprehensive 
Manpower Plan component which de¬ 
scribes CETA Titles I and/or n services 
to be made available to farmworkers for 
the fircaJ year for which funds are re¬ 
quested tfor CETA prime sponsor appli¬ 
cants only) pursuant to ft 97.205(a). 

<v> Documentation of concurrences 
from alTected prime sponsor(s), as de¬ 
scribed in ft 97.205(a) (for CETA prime 
sponsor applicants only). 

(3) Comprehensive Plan for Farm - 
workers. The Comprehensive Plan for 
Farmworkers is a detailed explanation of 
how the applicant proposes to use section 
303 funds for farmworkers within Its 
target area; Upon incorporation into the 
grant agreement, the amended Compre¬ 
hensive Plan for Farmworkers will be¬ 
come the basis for programmatic and 
fiscal accountability of the section 303 
grant. The Comprehensive Plan for 
Farmworkers consists of the Narrative 
Description of the Program, the Program 
Planning Summary, and Budget Infor¬ 
mation Summary described below: 

<i) Narrative description of program. 
The Narrative Description of the Pro¬ 
gram analyzes the manpower and social 
problems of the target population with¬ 
in the target area to set priorities and 
goals, describes proposed program activi¬ 
ties and delivery systems to meet these 
goals, proposes performance standards 
for all program activities, and projects 
the results which may be expected from 
the program. The Narrative Description 
of tlie Program requires a detailed justi¬ 
fication and description of each program 
activity, Including the following specific 
items (the Forms Preparation Handbook 
Is a guide for completing these items): 

(A> Objectives and needs for assist¬ 
ance: 

(1) Policy statement on purpose of 
program; 

(2) Description of economic condi¬ 
tions: 

(3) Analysis of labor market and so¬ 
cial service situation; 

(4) Statement of number of farm¬ 
workers and dependents to be served; 
and 

(5) Goals and priorities. 

(B) Program design and results ex¬ 
pected: 

il) Statement of strategy for accom¬ 
plishing goals; 

(2) Detailed description of each pro¬ 
gram activity and service. Including 
costs, manner of delivery, specific objec¬ 
tives. and performance standards; and 


(3) Enumeration of objectives and 
performance standards related to goals 
identified In Part A of the Narrative De¬ 
scription of Program. 

(C) Approach: 

il) Description of the planning sys¬ 
tem. participation of and role of the gov¬ 
erning board or advisory councils in 
planning and implementation; 

(2) A copy of the by-laws or other offi¬ 
cial documents showing the structure of 
pertinent Boards. Area Councils, or Advi¬ 
sory bodies; 

(3) Description of the delivery system; 

(4) Description of recruitment and 
eligibility verification methods; 

(5) Description of the applicant’s ad¬ 
ministrative system; 

(6) Resumes of key management staff; 

(7) Justification of section 303 funded 
administrative costs as defined in ft 97.- 
255, In excess of 20 percent; 

Documentation of past experience 
including, but not limited to. the follow¬ 
ing: 

(I) Reports both programmatic and fi¬ 
nancial, submitted to agencies to which 
the applicant is accountable for program 
performance; 

(II) Names and telephone numbers of 
responsible officials who can substantiate 
any narrative assertions of past experi¬ 
ences; 

(iii) Evaluations, assessments, reports, 
letters, etc., compiled by organizations 
other than the applicant; 

(iv) A statement for all documentation 
giving the relationship between the ap¬ 
plicant and other organization(s) In¬ 
volved; and 

(9) A description of linkages with 
other manpower programs, other social 
service programs, and farmworker orga¬ 
nizations, including letters of commit¬ 
ment for all services to be provided sec¬ 
tion 303 participants at no cost to sec¬ 
tion 303; 

( 10 ) Description of monitoring and 
*^11-evaluation system. 

<D> Geographic location served. De¬ 
scription of the geographic locations 
within the target area in which the ap¬ 
plicant has operated and in which the 
proposed program wUI operaic. and in 
which it will recruit and refer partici¬ 
pants. 

(E) Detailed Budget. For each pro¬ 
gram activity, section 303 grantees will 
be required to submit an itemized budget 
of allowable coats, ns defined in 55 97.- 
255 a nd 97.260. The CETA and the non- 
CETA share of the total costs shall be 
noted for each program activity. For all 
section 303 funds requested, personnel 
and nonperconncl costs shall be itemized 
for each program activity proponed and 
for the cost category of administration. 
This itemization shall include Individual 
operational staff salaries, staff fringe 
benefits, stafT travel, equipment pur¬ 
chases, etc. 

(U) Program planning summary. The 
Program Planning Summary requires an 
applicant to provide a quantitative state¬ 
ment of enrollment levels, the number 
of participants to be served by each pro¬ 
gram activity (classroom training, on- 
the-Job training, work experience, aerv- 
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ice* to participants, and other activities«, 
and outcomes for program participants 
It also requires identification of the num¬ 
ber of individuals to be served within 
the target population. 

(ill) Budget information *ummary. 
The Budget Information Summary re¬ 
quires an applicant to provide a quanti¬ 
tative statement of planned expenditures 
and obligations. U requires an applicant 
to indicate yearly planned expenditures 
by cost category (administration, allow¬ 
ances. wages, fringe benefits, training, 
and services): the applicant is to reflect 
planned quarterly obligations and ex¬ 
penditures by program activity. 

(4) Assurances and certifications. The 
Assurances and Certifications form is a 
signature sheet on which the applicant 
assures and certifies that it will comply 
with the Act. the regulations of the De¬ 
partment. other applicable laws, and ap¬ 
plicable Federal Management Circulars 
from the General Services Administra¬ 
tion <GSA>. Signature of the Assurances 
and Certifications form by private non¬ 
profit section 303 Eligible Applicants and 
Grantees shall moan that section 303 
funds shall be expelled in compliance 
with Federal Management Circulars 74-4 
and 74-7; provided that if a Federal 
Management Circular applicable U> the 
Administration of grants to non-profit 
organizations becomes effective before 
the grant period, such Circular shall su¬ 
persede any provisions of PMC 74-1 and 
74-7 (mode applicable to private non¬ 
profit organizations by this subpart* 
which conflict with the provisions of such 
Circular. The Aasuranoes and Certifica¬ 
tions form is contained in the Forms 
Preparation Handbook. Hie following is 
a summary of the items which are de¬ 
scribed in detail on that form: 

(i) Compliance with the Act and reg¬ 
ulations issued under the Act 

(Li) Compliance with Federal Manage¬ 
ment Circulars 74-4 and 74-7 and OMB 
Circular A-95; 

(ill) Legal authority to apply for a 
section 303 grant; 

(iv> Nondiscrimination (section 703 
(i>>; 

(v) Compliance with Title VI and VTJ 
of the Civil Rights Act of 1964; 

(vi> Compliance with the Uniform Re¬ 
location Assistance and Real Property 
Acquisitions Act of 1070; 

(vli> Compliance with the Hatch Act 
and restrictions on political activities (as 
applicable); 

(vili) Prohibition on use of position for 
private gain; 

(lx) Access of Comptroller General and 
Secretary to records and documents per¬ 
taining to the Act; 

(x) Nonsupport of religious facilities; 
<xi> Maintenance of required health 
and safety standards; 

<xii> Position of appropriate worker's 
compensation to participants; 

(xiii) Use of funds under the Act to 
supplement rather than supplant funds 
otherwise available, prohibition on dis¬ 
placement of employed workers by par¬ 
ticipants employed under the Act. and 
prohibition on impairment of existing 
contracts for service*; 
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‘xiv> Prohibition of use of fund* for 
lobbying activities in violation of IS 
USCA 1913. 

(xv) Compliance with Department of 
Treasury Regulations found at 31 CFR 
205 . 

<xvl» Compliance with the provisions 
in the Clean Air Act and Federal Water 
Pollution Control Act. 

§ 97.21 I Sulftcitlsalafi of Funding llr* 
qur»l. 

<a» An eligible applicant shall submit 
three copies of the Funding Request to 
the address listed below: 

US. Department of Labor 
Employment and Training Adminnuration 
Patrick Henry Building— Room 71X2 
001 D Street NW. 

Washington. D C SI0213 

ATTN: Chief. Dtrtalon of Farmworker Pro¬ 
gram* 

(b> Two copies of the Funding request 
shall also be submitted directly to the 
appropriate Regional Administrator for 
Employment and Training Administra¬ 
tion at the same time the three copies 
are submitted to the above address and 
labeled: Funding Request for CETA 303 
Farmworker Program. 

(c) (1) Copies of the Funding Request 
shall also be submitted to the appropri¬ 
ate StAte and/or area cleartnghousc(s). 
ns well ns to those eligible npplicant(s) 
which request nn opportunity for review 
and comment as provided In 197.211(0 
at the same time the Funding Request Is 
submitted to the above address. Eligible 
applicants shall send a statement to the 
above address accompanying the Fund¬ 
ing Request, indicating that the pro¬ 
cedures in this paragraph have been 
followed. 

(2> All comments from clearinghouses 
and other reviews shall be submitted to 
the above address by October 8. How¬ 
ever. no notification of selection of po¬ 
tential grantee(s) for a 8tate or areu 
will be made until all clearinghouses and 
other reviews have had at least 30 days 
from receipt of the Funding Request 
from that State or area to submit com¬ 
ments. 

(d) Funding Requests sent by mail to 
the address provided in paragraphs (a) 
and (c> of this section must be registered 
or certified with return receipt requested. 
In order to be considered to be submitted 
on time by the Employment and Training 
Administration, the following conditions 
must be met; 

(1) The Funding Request must be reg¬ 
istered or certified by the Postal Service 
on or before 3 pun. September L In the 
event that September I falls on a Sun¬ 
day, on a holiday, or at any other time 
during which the Postal Service Is not 
operational, it shall be the responsibility 
of the applicant to properly register and 
certify the Funding Request so that 
it will bear a post mark prior to 3:00 pm. 
September 1. No deviation in this condi¬ 
tion will be made by the Employment 
and Training Administration, and all 
Funding Requests received bearing post¬ 
marks after 3:00 pm. September 1. shall 
be returned without consideration 


ie» Funding Requests delivered by 
hand must be taken to the address given 
In paragraph <a> of this section. All ap¬ 
plicants who deliver a Funding Requc: 
will be given a receipt bearing a time and 
date of delivery. Funding Requests will 
be accepted dally between the hours of 
8:15 am., and 4:45 pm.. Washington 
D.C. time, except Saturdays. Sunday- 
and holidays. Funding Requests tvlll not 
be received after 3 pm., e.d t., on Sep¬ 
tember L In the event that September l 
fails on a Saturday. Sunday or. holidav, 
it shall be the responsibility of the appli¬ 
cant to deliver the Funding Request .so 
that it will be received prior to 3 p.m 
exi.t.. September 1. No deviation In this 
condition will be made by the Employ 
inent and Training Administration and 
no Funding Request delivered after 3 
pm., e.d.t.. September 1 shall be ac¬ 
cepted. 

§ 97.213 Rnien of Funding Rrquc*W. 

(a) Standards tor reviexoing Funding 
Requests for allowable funds. Funding 
Requests submitted by applicants shall 
be reviewed and evaluated by the Secre¬ 
tary to determine those judged to bo 
most qualified to receive a grant under 
section 303 for program operations in a 
particular target area according to the 
procedures outlined in paragraph ia> of 
this section. In addition, when appro¬ 
priate under section 306 of the Act 
Funding Requests shall be reviewed by 
the Secretary of the Department of 
Health. Education. and Welfare 
<DHEW> or his/her designee In accord¬ 
ance with section 306 of the Act. 

(1> Determination of eligibility. The 
Secretary shall review the documenta¬ 
tion described in 197.213(b)(2) to de¬ 
termine the eligibility of each applicant 
and shall: (I) Designate the organization 
as eligible under section 303: or (U) de¬ 
termine that the organization is condi¬ 
tionally eligible pending submission of 
further documentation; or Oil) deter¬ 
mine that the organization is ineligible 
under section 303. An organization de¬ 
termined to be Ineligible shall not be re¬ 
viewed further. 

(2) Review of ComprchensUw. Plan for 
Farmworkers. The Comprehensive Plan* 
for Farmworkers submitted by applicants 
shall be reviewed and evaluated by the 
Secretary to determine those applicants 
which will be designated potential 
grantees for a particular target area. 

<l> Factors for evaluating Plans. Plans 
shall be evaluated by the Secretary based 
on the criteria listed in this paragraph. 

<!i> Each of the following factors is 
assigned a numerical range which shall 
be used to rank Plans. A separate rating 
within the Identified range for each fac¬ 
tor shall be assigned to each Plan based 
on information provided In the Plan. The 
sum of tlie ratings shall constitute the 
overall rating of the Plan. The following 
factors shall be considered in assigning 
ratings: 

(A) Program development. —Range 
0-10. The program development factor te 
a rating of the proposed program's po¬ 
tential impact on the full range of farm¬ 
worker needs and Its fulfillment of the 
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intent of section 303. The rating will 
consider the following dements: 

(1) Training. The proposed program 
provides alternate es for farmworkers \r> 
leave farm work by offering training In a 
number of occupations providing a wage 
ubove the poverty level into which par¬ 
ticipant can be successfully placed within 
the existing economic and labor market 
conditions in the target area. The pro¬ 
posed program provides alternatives for 
farmworkers to secure full time agricul¬ 
ture work providing on income above the 
poverty level. 

(2) Services. The proposed program 
provides supportive services which are 
necessary to assist farmworkers In leav¬ 
ing seasonal farmwork and/or provides 
services which will improve the living 
and working conditions of farmworkers 
remaining in agriculture. 

13) Program impact . The proposed 
program will directly Impact on the 
problems and needs of farmworkers In 
the particular target area. The highest 
rating of 10 shall be awarded to on orga¬ 
nization which has adequately analyzed 
the economic situation of the target area 
and identified the social and economic 
needs of the target population, end has 
developed a program based on this anal¬ 
ysis and identification, which provides 
service including training and supportive 
services that can be successfully Imple¬ 
mented within the existing target area 
economic and labor market situations to 
meet these needs. 

<B) Delivery system—Range 0-10. The 
delivery system factor Is a rating of the 
applicant’s system for delivering the 
comprehensive program services and its 
potential ability to provide effective and 
timely services to farmworkers. This rat¬ 
ing shall include the potential effective¬ 
ness of subg ran tecs and contractors In 
providing services specifically for farm¬ 
workers. 

</> The highest rating of 10 shall be 
awarded to an organization whose deliv¬ 
ery system is efficiently integrated and 
whose subgrantocs* and contractors* de¬ 
livery systems are coordinated with the 
applicant’s into a functioning unit. 

(C) Administrative capability.—Range 
0-10. The administrative capability fac¬ 
tor is a rating of the applicant's man¬ 
agement experience and efficiency. The 
rating shall Include consideration of the 
managerial expertise of the organiza¬ 
tion’s present and proposed staff in man¬ 
agerial and decisionmaking positions. 
This factor shall also consider adminis¬ 
trative efficiency based on comparative 
administrative cost. The highest rating 
of 10 shall be awarded to organizations 
which can demonstrate the capability to 
administer efficiently a multi-activity 
dehvcry system with comparatively low 
administrative costs. 

Responsiveness to farmworkers.— 
Range 0-10. The responsiveness to farm¬ 
workers factor Is a rating of the orga¬ 
nization's active and visible involvement 
of farmworkers in Its planning and the 
proposed Involvement of farmworkers in 
implementation of its proposed program 
°L serv k€». The rating will also consider 
the sensitivity of the organization’s pres¬ 


ent and proposed staff In program posi¬ 
tions. The rating will consider the fol¬ 
lowing elements: 

<J> Involvement of Farmworker 
Boards/Advisory Councils. This factor 
is a rating of the involvement of farm¬ 
workers on applicant's governing boards 
and advisory councils In the planning, 
implementation and operation of the 
proposed program. This Involvement 
shall be manifested by the responsibil¬ 
ities incorporated In the board’s or ad¬ 
visory council's by-laws and the farm¬ 
worker representation on these bodies. 
The highest rating of seven shall be 
awarded to organizations whose boards 
or advisory councils have responsibility 
for reviewing and making recommenda¬ 
tions on section 303 plans, monitoring 
section 303 program operations, recom¬ 
mending corrective action, and having 
established mechanisms for effecting 
necessary corrective actio as, and whose 
membership Includes farmworkers. 

(2) Staff sensitivity. The sensitivity 
factor is a rating of the ability of the 
organization's staff to relate to farm¬ 
workers and be responsive to their needs. 
The highest rating of 3 shall be awarded 
to those organizations whose staffing in¬ 
cludes ex-farm workers and reflects the 
ethnic, racial, and sexual composition of 
the target population. 

(E) Linkages and coordination .— 
Range 0-/0. The linkages and coordina¬ 
tion factor Is a rating of on organiza¬ 
tion's demonstrated and documented 
programmatic ties with appropriate 
State and local agencies, private non¬ 
profit organizations, and other groups 
providing resources and services to 
farmworkers. The highest rating of 10 
shall be awarded to applicants which 
would operate programs incorporating 
services at less than, or no cost to sec¬ 
tion 303 from other agencies for the 
purpose of providing manpower and 
other services to participants and whose 
Funding Bequest includes letters of 
commitment for these services. 

(F) Review of experience .—Range 0- 
60. The organization's past experience in 
providing u comprehensive program of 
manpower and other services shall be 
reviewed and evaluated by the Secretary 
to determine those Judged to be most 
qualified to receive a grant under section 
303 for program operations in a partic¬ 
ular target area. A numerical range of 
0-50 shall be used to rank the experience 
of applicants. 

d) Existing section 303 grantees. For 
existing section 303 grantees competing 
as eligible applicants, the review of ex¬ 
perience will be based on the record of 
performance In delivering section 303 
services. The Secretary shall review and 
evaluate the grantee's performance 
through review of reports, monitoring 
and/or auditing of the program. The 
highest rating of 50 may be awarded to 
a grantee which has provided on effective 
program of services for farmworkers; 
the factors In this ratio shall include 
but not be limited to (A) meeting or ex¬ 
ceeding all of the individual grant per¬ 
formance standards in its Comprehen¬ 
sive Plan for Farmworkers; <B) meeting 


ISOS 

planned performance levels on its Pro¬ 
gram Planning Summary, and Budget 
Information Summary for the prior fiscal 
year for on Its Project Operating Plan); 
and (C) having met the requirements for 
program operations and grant adminis¬ 
tration of this Subpart C. 

12) Other eligible applicants. For ap¬ 
plicants who are not section 303 gran¬ 
tees, the review of experience will be 
based on Information submitted in the 
Funding Request. In order to receive a 
rating for experience, an applicant must 
have adequately Identified the funding 
sourcc<s> to which it was accountable. 
The assertions of success should be ade¬ 
quately substantiated and documented 
in the Funding Request, including offi¬ 
cial evaluations, if available. The Secre¬ 
tary reserves the right to verify the 
Information submitted In the Funding 
request and to obtain additional in¬ 
formation if the information submitted 
is not adequate for the purpose of this 
review. The following factors shall be 
considered in assigning ratings. 

<A) Program experience, regardless of 
nature of clientele.—Range 0-40. 

t f) The organization has operated an 
effective comprehensive program of serv¬ 
ices. including but not limited to the pro¬ 
gram activities and supportive services 
described in paragraphs (c) through <g> 
of 5 97 233. 

( 2 ) The organization lias provided 
training and other manpower services 
effectively. 

(3) The organization has met or ex¬ 
ceeded the stated objectives for program 
performance of all program activities it 
has provided. 

(4) The organization has effectively 
administered a multi-activity delivery 
system, if applicable. 

(5) The administration and manage¬ 
ment of the program has conformed to 
acceptable management standards, in¬ 
cluding but not limited to those set forth 
in the Grant Administration sections of 
this Subpart C and Part 98 of this sub¬ 
title. 

( B) Farmworker experience.—Range 
0-10. The organization or Its sub- 
grantee <s) has provided services specifi¬ 
cally for farmworkers. A maximum 
rating of 10 shall be awarded for farm¬ 
worker clientele. The highest rating of 60 
shall be awarded to an organization 
which has operated a comprehensive 
multi-activity program of manpower and 
other services, whose assertions of effec¬ 
tiveness ore supported by Individuals 
from the funding source (s) and/or by an 
official evaluation, and has served farm - 
workers. The highest rating of 50 shall 
also be awarded to prime sponsors whose 
experience meets the standards pre¬ 
sented above and whose subgrantees In¬ 
clude farmworker organization(s). 

<b> Selection of potential grantees. 
<1) As a result of the procedures set 
forth in paragraph <a) of tills section, of 
consideration of the potential effective¬ 
ness and efficiency of the proposed pro¬ 
grams. and of comments received pursu¬ 
ant to 5 97.214(c). the Secretary shall 
designate potential grantees to receive 
a grant under section 303 for program 


FfOEftAl REGISTER, VOl. 42. NO 5—FRIDAY. JANUARY 7, 1977 





lt)6l 


RULES AND REGULATIONS 


operaUuiu til a doogniited Urgei are* 
The cou&ideration of the potential effec¬ 
tiveness and efficiency oC the proposed 
programs includes but Is not limited to 
the following: iU cost effectiveness, and 
<U> service delivery consideration. 

(21 The Secretary may conditionally 
designate organisations as potential 
grantees pending resolution of their eli¬ 
gibility status, submission of additional 
documentation, or changes in the pro¬ 
posed program. 

(3) The Secretary also reserve* the 
right to defer designation of any orga¬ 
nization which has submitted a Funding 
Request for a state or area or to invtte 
the submission of new proposals. Such 
designations will be deferred pending 

(l) adequate time to consider perform¬ 
ance of current CETA section 303 ap¬ 
plicants. or ill) timely and satisfactorily 
correction of deficiencies by applicants 
in their current CETA section 303 pro¬ 
grams. 

(4) The Secretary reserve# the right 
to not select an applicant If there U 
adequate evidence of substantial mis¬ 
management of government funds. 

§ 97.216 Notification of Mtlortion. 

(a>(I) Potential grantees selected as 
a result of the procedures set forth in 
5 97.215 shall be so notified by the Sec¬ 
retary. The notification shall Invite each 
potential grantee to negotiate the final 
terms and conditions of the grant, shall 
establish the time and plaoe of the nego¬ 
tiation. and shall indicate the 8tatc or 
area to be covered by the grant. Changes 
in the proposed program's target area 
and/or funding level are not appealable 
under the provision of 5597.290-97.292. 

(2> Clearinghouses submitting com¬ 
ments on the application will be noti¬ 
fied of the selection of the potential 
grantee within seven working days of 
selection. Where a clearinghouse has rec¬ 
ommended against the selection of the 
potential grantee, the notification shall 
include an explanation as to the reasons 
why its substantive comments were not 
accepted. 

<b> In the event that no Funding Re¬ 
quests are received for a specific State or 
area or that those received are deemed 
to bo unacceptable, for where a grant 
agreement is not successfully negotiated, 
the Secretary reserves the right to invite 
one or more organisations to submit a 
proposal for that State or area. In the 
event of a second invitation, the review 
criteria for allocable funds need not 
apply, and funds may be awarded at the 
discretion of the Secrotary. 

(c) An applicant whew Funding Re¬ 
quest is not selected by the Secretary to 
receive section 303 grant funds shall be 
notified In writing and shall be provided 
the names and addresses of potential 
grantees for its State. 

(d) Applicants who submit Funding 
Requests which have been rejected may 
resubmit a new Funding Request 
the 8tate(s> or areaCs) in which they 
are interested in providing services Is 
announced by the Secretary as open for 
recompcUtiocL 


ie) Any applicant whose Funding Re¬ 
quest is considered and rejected by the 
Secretary for a section 303 grant may re¬ 
quest an administrative review os pro¬ 
vided in 5 97.290 and 5 97.292 

§ 97.217 Negotiation* of final grant. 

(a) Notice of selection as a potential 
grantee does not constitute approval of 
the totality of the Funding Request, the 
funding level sought, nor of the target 
area requested. 

<b> Prior to the actual award of a 
grant, representatives of the potential 
grantee and of the Secretary shall enter 
into negotiations. The subjects of nego¬ 
tiations shall include but shall not be 
limited to: li> Program components; (2) 
subgrantees; (3) funding levels; <4> pro¬ 
gram objectives; (6) performance levels 
and standards; and <6> administrative 
systems. 

(c> The Secretary-reserves the right to 
decline to fund any program compo¬ 
nent (s) or subgrantee(s) or contrac¬ 
tor^) listed in a potential grantee's 
Funding Request, to add subgrantees, 
and to modify the target area to be 
served. 

(d) In the event that the negotiations 
do not result in an acceptable negotiated 
grant for a section 303 program in a 8tate 
or area, the Secretary reserves the right 
to terminate the negotiation and <11 
decline to provide funds for section 303 
programs in that State or area for that 
fiscal year or 12) publicly by announce¬ 
ment In the Frees a l Racist** invite sub¬ 
mission of new proposals for the State or 
area or (3) negotiate with any organi¬ 
sation. 

§97.218 Grant Award. 

(a> At the conclusion of negotiations 
a grant document which Incorporates the 
results of all negotiations shall be pre¬ 
pared in conformity with FMC 74-7. 

lb) The Secretary shall make a grant 
award by providing the grantee with a 
grant agreement consisting of the Grant 
Signature Sheet, the Assurances and Cer¬ 
tification form, the Program of Work, the 
Program Planning 8ummary. Budget In¬ 
formation Summary, and Orant Condi¬ 
tions. 

(1) The Grant Signature Sheet speci¬ 
fies the amount obligated by the Depart¬ 
ment. delineates Uic terms of the grant, 
and contains the signatures of the Sec¬ 
retary and the grantee official. 

i2> The Assurance Certification form 
is described in 5 97213(b) (4). 

(3) The Program of Work shall be a 
summary statement of the Comprehen¬ 
sive Plan for Farmworker® and shall in¬ 
corporate the amended Comprehensive 
Plan for Farmworkers by reference. 

(4) Grant Conditions are special re¬ 
strictions placed on the grant by the 
Secretary. 

(c> Hie grant agreement becomes ef¬ 
fective upon signature by the Secretary. 

id) In signing the Grant Signature 
Sheet, the grantee official indicates the 
grantee's acceptance of the grant and of 
all grant conditions Incorporated therein. 
The grant agreement becomes opera¬ 
tional upon signature by both the Secre¬ 
tary and the grantee official. 


§ 97.219 \jimtiil fiimpdIti***». 

• a* At the discretion or the Secretary 
a section 303 sponsor which has obtained 
a grant on the basis of competition may 
receive a grant for the following pro¬ 
gram year without competition. 

(b> No grant shall be operated In any 
State or area for a period of more than 
two years without recompeUtlon. 

<o Target areas open fot competition 
will be announced by the Secretary 

§ 97.220 Modification*. 

(a> Major modifications. (1* A mstor 
modification to the grant to required un¬ 
der any of the following conditions: 

(1) change tn duration of the grant; 

(11) change in grant allotment; 

< Hi) change tn the assurances and cer¬ 
tifications; 

(iv) substantial change In program de¬ 
sign and/or pfogram goals defined as 
follows: 

(A) When the cumulative number of 
participants to be served, planned en¬ 
rollment levels for program activities, 
planned placement terminations, or par¬ 
ticipants to be served is to be Increased 
or decreased by 15 percent or more. 

(B) When the cumulative transfer ot 
funds among program activities or cost 
categories exceeds $10,000 or 5 percent of 
the total grant budget whichever ts 
greater; except as provided tn 5 97.255 
(e>(5>. 

(C> When the program design to 
altered significantly such as when there 
to a change from the approved plan In the 
allowance payment system Including but 
not limited to. the conditions of waiver 
or when there arc changes In program 
design including but not limited to 
changes In the design In program ac¬ 
tivities or changes in target area(s). 

(D> When the sponsor adds or ter¬ 
minates any subgrantee, contractor, or 
program operators. 

iv) at the initiation of the Secretory 
as necessary after consultation with Use 
grantee to assure compliance with thr 
regulations and the approved plan and/ 
or to Insure responsiveness to changing 
economic conditions. 

(2) Major grant modifications will not 
be initiated solely to adjust planned per¬ 
formance to meet actual performance. 

(3> Prior approval of the Secretary to 
required for items covered In (&)(iv> 
(A). (B), (C), (D) of this section 

<b) Format. Major modifications shall 
consist of the following: 

(1> Revised Program Planning Sum¬ 
mary Budget Information Summary for 
current and future quarters and a nar¬ 
rative explanation of the proposed 
changes as appropriate to the Secretary 
with a copy to the appropriate Regional 
Administrator. 

<2> Each request for a modification 
must contain adequate documentation 
and analysis to support the request. 

(3) Revised signature sheet. 

<c> Minor Modifications. A sponsor 
may make any change in 1U Program 
Planning Summary. Budget Information 
Summary, or narrative description which 
is not set out In paragraph (a) of this 
section without prior approval, but must 
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Allow any such change in the first Pro¬ 
gram Status Summary or Financial 
Status Report as appropriate submitted 
to be Department after the change has 
been made. At the nune Ume this report 
Is submitted, an updated Program Plan¬ 
ning Summary or Budget Information 
Summary shall also be submitted to the 
Secretary with a copy to the appropriate 
Regional Administrator; only those lines 
and columns affected by the modification 
need to be shown. 

Program Orounmu 
§ 97.230 C -m A 

Sections 97-230-01.237 set forth the 
program operation requirements for 
grantees under section 303. The utiliza¬ 
tion of funds under section 303 is condi¬ 
tioned upon adherence to the Act. terms 
and conditions of the grant, the regula¬ 
tions under the Act and other applicable 
law. 

8 97.231 flaMr rr»poit%lbi1flt»f*« ai grant* 
m under Mrtlmi 303. 

A grantee shall be responsible for: (a* 
Compliance with plans and assurances. 
Grant Conditions, and official written 
communications from the Department; 

(b) Compliance with the Grant Ad¬ 
ministration sections of this Subpart C: 

Co) Designing training which is. to the 
maximum extent feasible, consistent 
with every participant’s fullest capabil¬ 
ities and will lead to employment oppor¬ 
tunities enabling every participant to 
become economically seif-sufficient. 

(di Designing program activities 
which will, to the maximum extent fea¬ 
sible, contribute to the occupational de¬ 
velopment and upward mobility of every 
participant; 

<e> Providing services ouly to eligible 
farmworkers as defined In 8 97.232 and 
their dependents: 

(f) Providing training only to portic- 
U>anU who are legally able to accept 
employment In the occupation for which 
training Is being provided: 

<g> Advising every participant of his 
or her rights and responsibilities prior 
to entering the program and granting 
the opportunity for an informal hearing 
as provided to f 97.234; and 

<h> Making maximum efforts to 
achieve the goals set forth In the Pro- 
<rram of Work. 

5 97-232 Eligibility for (MirtM'ipatton In 
fttH'tinn 303 program*. 

ia) Eligibility for parttctiHition in sec¬ 
tion 303 programs is limited to farm¬ 
workers and their dependent* who have, 
during the 18 months preceding their 
application for enrollment U) Re¬ 
ceived at least SO percent of their total 
earned income as agricultural workers 
during any consecutive 12 month period 
■ time spent and income earned by indi- 
Mduals while employed In food process¬ 
ing establishments shall be counted as 
agriculture-related employment for eli¬ 
gibility purposes provided that the per¬ 
son spends at letot 50 percent of his/her 
employment time In farm work or derives 
At least 50 percent of his/her Income 


from farmwork as defined In | 97 203»; 
and 

<2> Been employed In agriculture on a 
seasonal basis; and 

(3) Been identified as economically 
disadvantaged as defined below: 

(1) Member of a family which receives 
cash welfare payments; or 

<ii> Member of a family whtwe animal 
family Income hi relation to family size 
docs not exceed the poverty level deter¬ 
mined in accordance with criteria estab¬ 
lished by the Office of Management and 
Budget OMBi. The “nonfarm family*’ 
tables shall be used hi determining the 
poverty level for farmworker families. 

<b» It shall be the responsibility of the 
grantee to establish the necessary pro¬ 
cedures to ensure that participant* meet 
the above eligibility criteria. Application 
forms will be completed for all partici¬ 
pants. and the forms must contain suffi¬ 
cient information to determine whether 
or not the applicants meet the prescribed 
eligibility criteria. 

to Citizenship shut! not be used as a 
criterion to prevent persons from par¬ 
ticipating in a program. However, pro¬ 
gram participants shall be limited to 
nationals of the United States and aliens 
who have been accorded the privilege 
of residing in the United States as law¬ 
ful permanent residents or ore other¬ 
wise legally available for work tn the 
United States. 

<d> Participants in programs author¬ 
ized under G ET A Titles I, n. and VT and 
under other sections of Title m who met 
the eligibility criteria for section 303 at 
the time of their enrollment may also be 
transferred Into or enrolled concurrently 
in the section 303 programs. 8cctlon 303 
participants who met eligibility criteria 
for Title I at the time of their enrollment 
may also be transferred Into or enrolled 
concurrently in the Title I program 
<1 95.32(f) of this title). 

<e> No section 303 service shall be 
provided to persons violating the terms 
of the Farm Labor Contractor Registra¬ 
tion Act of 1963 as amended (Pub. U 
88-562. 78 3tat. 920. as amended by Pub. 
L. 93-518. 88 Stat. 1652). 

§ 97.233 Type** of program •rtiviti«»» 

■TaiLiUr. 

(a) A grantee may provide any type 
of activity consistent with the purpose of 
section 303 of the Act. Such activities in¬ 
clude. but ore not limited to the place¬ 
ment of farmworkers and Uielr depend¬ 
ents in Jobs above the poverty level, 
training, education, and other services 
needed to enable a farmworker to Im¬ 
prove his or her well-being and economic 
self-sufficiency. A program funded un¬ 
der section 303 may include any activity 
described in paragraph (c) of this 
section. 

(b) A program funded under section 
303 may not utilise section 303 funds to 
implement public service employment 
programs as described in Part 96 and 99 
of this title or to publish a newsletter in 
violation of the provisions of f 98.23 of 
this Subtitle. 

(c) The basic types of program activi¬ 
ties available to a sponsor include but 
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are not limited to the following; <I> 
Classroom training. (1) This program ac¬ 
tivity is any training conducted in an In¬ 
stitutional setting designed to provide 
Individuals with the technical skills and 
information required to perform a spe¬ 
cific job or croup of jobs. It may also In¬ 
clude training designed to enhance the 
employability of individuals by upgrad¬ 
ing basic skills, including OED »General 
Education Development) opportunities 
to earn the equivalent of a high school 
diploma for farmworkers who dropped 
out of school: and the provision of other 
courses, for example, remedial education. 
Grantees whose target populations In¬ 
clude a significant number of persons of 
limited English-speaking ability should 
include provisions for training in the pri¬ 
mary language of such persons and/or 
training In Engltah-os-a-second lan¬ 
guage or both. 

(11) Occupational training shall be de¬ 
signed for occupations in which skills 
shortages exist <section 105(a)(6)) and 
for which there is reasonable expecta¬ 
tion of employment (section 703(10) >. In 
making these determinations, a grantee 
shall utilize available community re¬ 
sources such as the local 3ESA office, the 
National Alliance of Businessmen, and 
similar organizations 

(Ui> Allowances. Allowances and other 
benefits shall be provided in accordance 
with 5 97 256. 

<!▼> Training agreements. Vocational 
classroom training may be supported 
with section 303 funds. In order to ob¬ 
tain such classroom services, grantees 
may negotiate either financial or nonfl- 
nanctal agreements on either a class size 
or individual referrals basis with local 
educational institutions or boards. 

(2) On -the-job training. (1) On-the- 
job training (OJT) is training conducted 
in a work environment designed to enable 
individuals to learn a bonafide skill and/ 
or qualify for a particular occupation 
through demonstration and practice. 
Such training should be conducted on a 
“hire first, train inter” basis, or with rea¬ 
sonable assurance of ultimate placement 
with an employer other than the train¬ 
ing organization. Training shall be de¬ 
signed to lead to the maxtxnum develop¬ 
ment of participants* potentials and to 
their economic self-sufficiency. 

(U* Inducements to employers. Gran¬ 
tees may provide payments or other In¬ 
ducements to public or private employ¬ 
ers for the bona fide training and related 
costs of enrolling Individuals in the pro¬ 
gram. provided that payments to em¬ 
ployers organized for profit are only 
made for the costs of recruiting, train¬ 
ing. and supportive services which are 
over and above those normally provided 
by tlie employer. Use of a formula which 
incorporates the trainee's wage as a fac¬ 
tor and fixed unit cost contracting are ac¬ 
ceptable methods of reimbursement to 
private-for-profit employers for ex¬ 
traordinary training costs associated with 
providing on-the-job training. When us¬ 
ing a formula, the sponsor can reimburse 
the employer for extraordinary training 
costs for training on-the-job. up to a 
level not to exceed 50 percent of entry 
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level wages. Sponsor* may design other 
methods of cost reimbursement provided 
that payments reflect only extraordinary 
training costs. However, use of designs 
other than the 50 percent method require 
prior approval of the Secretary. 

(ill) Direct subsidization of wages for 
participants employed by private employ¬ 
er* organized for profit 1 s not an allow¬ 
able expenditure (section 101(6)). 

<iv) Labor organization consultation. 
Appropriate labor organizations shall be 
consulted in the design and conduct of 
on-the-job training programs where 
collective bargaining agreements exist 
with the emrloyer. 

<v) Participant benefits. Wages and 
other benefits provided to OJT partici¬ 
pants shall be in accordance with condi¬ 
tions specified in 8 97.257. 

(3) Work experience. <i)<A) Work ex¬ 
perience is a short-term and/or part- 
time work assignment with a public em¬ 
ployer or a private non-profit employing 
agency and is designed to enhance the 
cmr loyability of individuals who have 
cither never worked or who have not been 
working in the competitive labor popu¬ 
lation for an extended period of time. 
l,c., new or recent entrants into the labor 
force. The work experience activity is 
designed to increase the employability 
of such individuals by providing them 
with experience on a Job. on opportunity 
to develop occupational skills and good 
work habits and an opportunity to de¬ 
velop specific occupational goals through 
exposure to various occupational oppor¬ 
tunities. 

(B) In addition, work experience may 
include a short-term work assignment 
while an appropriate classroom training 
or on-the-job training opportunity fund¬ 
ed under this Act Is being developed. 
Sponsors should limit the participation 
of Individuals placed in work experience 
while an appropriate activity is being 
developed to 90 working days. 

<C) Participation in work experience 
for purposes other than that Indicated 
in paragraph <c) (3) ti) (B) of this sec¬ 
tion shall be for a reasonable length of 
time determined in accordance with the 
needs of the participant, 

< D) Except as provided above, the par¬ 
ticipation In work experience of indi¬ 
viduals whose only manpower need is for 
employment, c.g., unemployed indivi¬ 
duals who have occupational skillr and 
good work habits, is generally inappro¬ 
priate. 

<il> Sponsors shall describe in their 
Comprehensive Plan for Farmworkers 
Uic basic design of their work experience 
activiiv. including the characteristics of 
participants who will participate in the 
work experience activity, the objectives 
of the activity and the duroyon and 
plmned outcomes of work experience. 

till) Work experience activities for 
youth include part-time employment for 
students attending school, short-term 
employment for students during summer, 
short-term employment for out-of- 
ocliool youth adjusting to a work setting 
and in transition from school to em¬ 
ployment. short-term employment for 
those youth who have no definite occu¬ 


pational goal, and short-term or port- 
time employment for youth for whom 
no training or Job opportunity imme¬ 
diately exists. 

(iv) Work experience for adults in¬ 
cludes part-time or short-term employ¬ 
ment for the chronically unemployed, 
retired persons, recently discharged mili¬ 
tary individuals, handicapped individ¬ 
uals. institutional residents and inmates 
and others who have not been working 
in the competitive labor population for 
extended periods of time. 

(v) Sponsors shall periodically review 
the progress of each work experience 
participant to determine whether con¬ 
tinued participation in work experience, 
transfer to another activity, placement 
In unsubsidized employment or some 
oilier action is most appropriate. The 
sponsor shall make this determination 
based on whether the purposes of the 
work experience activity described in 
paragraph (c) <3) ti) of this section have 
been achieved. 

<vi) Program outcomes for work ex¬ 
perience participants Include <A) re¬ 
turn to school; (B) enrollment in post¬ 
secondary education; <C) enlistment in 
the military services; (D) enrollment in 
manpower training and (E) placement 
in subsidized or unsubsidized employ¬ 
ment. 

(vil) Work experience In the private 
for profit sector is prohibited. 

(viil) Participant benefits. Each par¬ 
ticipant in a work experience activity 
shall receive wages. Wages shall be com¬ 
mensurate with such factors as the type 
of wwk performed, the geographic re¬ 
gion of the program, and the skill profi¬ 
ciency of the participant with such fac¬ 
tors as the type of work performed, the 
geographic region of the program, and 
the skill proficiency of the participant 

<A) In no event shall the rate be less 
than the highest of the following: (i) 
The minimum wage rate specified in sec¬ 
tion 6(a)(1) of the Fair Labor Stand¬ 
ards Act of 1938. as amended, except as 
provided in paragraph <B) below. 

(2> The minimum wage prescribed by 
State or local law for similar employ¬ 
ment; 

<J) For participants on Federally 
funded or Federally assisted construc¬ 
tion projects, the prevailing rate estab¬ 
lished by the Secretary, in accordance 
with the Davis-Bacon Act, as amended, 
when such rates are required by the Fed¬ 
eral Statute, other than CETA. under 
which the assistance was provided. 

<B> Wages in the Commonwealth of 
Puerto Rico shall be consistent with pro¬ 
visions of Federal, State or local law 
otherwise applicable. 

(C) Participants in work experience 
activities shall be provided workmen’s 
compensation and other fringe benefits 
as specified in f 97.257. 

Ox) Work experience participants may 
be outstationed at worksites, including 
Federal agencies and private nonprofit 
agencies. Outstationed participants are 
still to be considered employees of the 
sponsor and shall be assured of the same 
working conditions and benefits, as spe¬ 
cified in §97.257 as received by other 


similarly employed employees of the 
sponsor (not the outstationed worksite). 

(4) Services to ixvrtlcipantx. This pro¬ 
gram activity is designed to provide those 
services which are needed: (i) To enable 
farmworkers and their dependents to ob¬ 
tain or retain employment or to partici¬ 
pate in other program activities leading 
to their eventual placement in unsubsi¬ 
dized nonscazonol agricultural employ¬ 
ment; or 

(il) To assist those farmworkers, who 
remain as seasonal agricultural employ¬ 
ees, In improving their well-being. 

(ill) Such services may include, but arc 
not limited to, the following: 

(A) Services to applicants 

<f) Outreach; 

(2) Intake: This Includes screening for 
eligibility, the Initial assessment process 
to determine whether the program can 
benefit the individual and to determine 
the appropriate manpower activity to 
which the individual should initially be 
referred, a determination as to the avail¬ 
ability of an appropriate manpower ac¬ 
tivity; a decision on selection; and dis¬ 
semination of information on the pro¬ 
gram; 

(B) Manpower Services 

(1> Orientation; 

(2) Counseling: This Includes em¬ 
ployment related counseling, testing, and 
vocational or career exploration: 

(3) Referral to non-303 funded train¬ 
ing and placement; 

( 4 ) Job development 

(5) Job placement; 

(6) Follow-un. 

(C) Supportive Services (Training and 
non-training related). 

(1) Health and medical services: 

(2) Child care: Day care program 
shall meet Federal interagency Day Care 
Standards and comply with applicable 
state standards including state licensing 
requirements. 

(3) Transportation: 

( 4 ) Emergency assistance; 

(5) Relocation assistance; 

(6) Residential support; 

(7) Nutritional services; 

(8) Assistance In securing bonds; 

(9) Referral to non-303 funded sup¬ 
portive services 

(10) Family counseling; 

(If) Family planning services. Pro¬ 
vided that such services are made avail¬ 
able only on a voluntary fcasi3 and are 
not to be a prerequisite for participants 
in or receipt of any service of benefit 
from the program; and 

(12) Legal Services. 

(D) Post-placement service. Manpower 

and supportive services as described in 
paragraphs (4>(iiiXA) and (B) of thLs 
section may be provided as appropriate 
to terminated participants who have 
been placed in umubsidized employment. 
ITiesc services shall be provided at the 
discretion of the grantee and shall en¬ 
able the terminated participant to retain 
employment. 8uch services may be pro¬ 
vided during the 30-day period following 
a participant’s termination from the pro¬ 
gram. 

(E) Participant benefits. Allowances as 
described in * 97 256 may be paid to par- 
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Mctpants enrolled in manpower services 
as described tn this paragraph C4) (til) of 
t his section when such services are a com¬ 
ponent of another activity os described 
In * 97.233 or when such services are pro¬ 
vided on a regularly scheduled basis. 

<5> Other activities. (i> These activi¬ 
ties ore manpower activates which are 
not described in the categories above or 
monpower-related activities designed to 
enhance the economic self-sufficiency of 
individuals who are eligible to partici¬ 
pate in programs funded under section 
303. This activity includes, but is not 
limited to high school equivalency pro¬ 
grams and to tuition assistance projects 
(extended tuition support programs and 
oilier opportunities in post-secondary 
education). No individual may be a par¬ 
ticipant in a tuition support program for 
more than two years. 

<ll> The approved Comprehensive 
Plan for Farmworkers must describe the 
basic design, and provide performance 
standards and a detailed budget for each 
of the “Other Activities** to be under¬ 
taken. 

(ill) Participant benefits. Allowances 
as described in 1 97.256 may be paid to 
n participant enrolled in “Other Activi¬ 
ties" as described in paragraph (61 of 
this section when such activities are a 
component of other activity described in 
I 97.233 or when such activities are regu¬ 
larly scheduled and are described in the 
approved Comprehensive Plan for Farm¬ 
workers. 

<6> Combined activities. A participant 
enrolled In any activity funded under 
the Act may be enrolled simultaneously 
In any other activity as a component of 
the participant's primary activity. The 
primary activity constitutes any activity 
In which the participant Is enrolled for 
more than 50 percent of the scheduled 
time. 

$ 97.231 Complaint prurniu re* 

•a) Each grantee shall establish a 
complaint or grievance procedure for 
resolving any issue arising between It 
' including any subgrantec or contractor* 
and a participant or an individual denied 
participation under section 303 

<b> Such procedure ahull Include tin 
opportunity for an Informal hearing, and 
a prompt determination of any ism 
which has not been resolved In an in¬ 
formal manner. When the grantee pro- 
IKmos to take on adverse action against 
a participant, such procedures shall also 
include a written notice .setting forth the 
grounds for any adverse action proposed 
to be token by the grantee and giving the 
iMirticipont an opportunity to respond. 
Pinal determinations made after an op¬ 
portunity to respond shall be so identi¬ 
fied and provided to the participant in 
writing. 

( c> Any person subject to the Issue 
resolution requirements of this section 
may initiate the procedures provided In 
: 97.291(b) only After all remedies pro¬ 
vided under paragraphs <a> and (b> of 
dils section have been exhausted 


§ 97.233 Training fur low mm a* m«!u%* 
r«-If mm lion of im!u»lrin>. 

No participant may be enrolled in any 
activity or service under this Act tn any 
low wage industry in Jobs where prior 
skill or training is typically not n pre¬ 
requisite to hiring and where labor turn¬ 
over is high, nor may any authority con¬ 
ferred by this Act be used to assisa in 
any relocation of an establishment from 
one area to another unless the Secretary 
determines that such relocation will not 
result in an increase tn unemployment In 
the area of original location or any other 
area where the business entity condurw 
operations <sec. 704<a>> 

8 97.236 Cj«>prrati»r rrliitM>n»fii)M br- 
|MCf*n granlt-r .mil other manpo«trr 
uernrim, 

<a» Each grantee shall, to the extent 
feasible, establish cooperative relation¬ 
ship* or linkages with other manpower 
und manpower-related agencies In the 
area within Its Jurisdiction, in partic¬ 
ular, with agencies operating programs 
funded through the Department (sec 
io6<a’ <3) <D) >, e g.. Job Corps. Orantces 
shall document linkages with other agen¬ 
cies. Documentation may include, but 
not be limited to. written memoranda of 
understanding, written agreements, or 
contracts and shall be available to the 
Secretary upon request. 

<b> The establishment of such coop¬ 
erative relationships or linkages shall in¬ 
clude. et a minimum, contacting all ap¬ 
propriate Title 1 Prime Spomior(s). 
SESA’s. and farmworker programs. If 
any. In the target area prior to Imple¬ 
menting the section 303 program of serv¬ 
ices and developing working relation¬ 
ships with them. 

(c> Grantees shall, to Uie extent feasi¬ 
ble. notify the appropriate apprentice¬ 
ship agency of training activities tn ap- 
prcntlceable occupations (see. 105fa) (3) 
<D) ). 

id/ Any grantee which Intends to pro¬ 
vide services under the Act to recipients 
of Aid to Famlli&i with Dependent 
Children *AFDC> should coordinate such 
services with the local sponsor of the 
Work Incentive Program. If any. to as¬ 
sure that the delivery of services under 
this Act Is consistent with the WIN re¬ 
quirements. The provision of compre¬ 
hensive manpower services to recipients 
of AFDC who arc required to register for 
the WIN program may be affected by 
provisions of Title IV of the Social Secu¬ 
rity Act. Limitations an length of 
training, requirements to accept work in 
lieu of training, and other regulatory re¬ 
quirements may affect the AFDC recipi¬ 
ent's participation in programs under the 
Act. 

S 97.237 Pcrfornianrr MaiHUrA. 

‘a>(l> The purpose of this section Is 
to establish comparative standards of 
performance for projects and activities 
funded under section 303. The Secretary 
will develop comparative performance 
standards, which will set national guide¬ 
lines lo serve as bench marks for the 


development and negotiation of Individ¬ 
ual grant performance standards In the 
grant agreement The comparative per¬ 
formance standards will Include, but 
are not limited to. the standards set 
forth in paragraph (b> of this section. 
The Secretary shall apply these stand¬ 
ards when evaluating the quality and 
effectiveness of the components of sec¬ 
tion 303 programs. 

(2* The performance standards con¬ 
tained In the individual grant agreement 
shall constitute the performance stand¬ 
ards for that grant. For those projects 
and activities for which no comparative 
performance standards are provided In 
paragraph <b> of this section, the grant 
agreement ah:Jl specify levels of per¬ 
formance. Individual grants may Include 
I^erformance standards, developed by the 
grantee and approved by the Secretary, 
which will be In lieu of one or more of 
the comparative performance standards 
set forth In paragraph <b> of this sec¬ 
tion. In addition, the comparative per¬ 
formance standards are not intended to 
cover fully the requirements of local pro¬ 
gram operations so that most grant 
agreements should contain additional 
performance standards tailored to the 
specific goals and objectives of that 
grant If the grant agreement does not 
contain performance standards, any 
comparative performance standard(s> 
applicable to the program activity or 
service funded shall apply after such 
standards are published in the Prarr/u, 
Rxgistcs. 

(3> Grantees shall maintain the docu¬ 
mentation necessary for adequate 
demonstration of actual performance. 
This documentation shall he made avail¬ 
able to the Secretary for the puroewes of 
monitoring, evaluation, and auditing 

(4) It Is the responsibility of the 
grantee to notify the Secretary if the 
grantee anticipates that performance 
standards may not be met and to remtH 
technical assistance in a timely manner 
In order to do so. a xrnntee shall estab¬ 
lish at least ouorterty bench mark pm- 
Jectiona which will enable tt to predict 
the likelihood of meeting its appiirobte 
performance standards. 

tb» Comparative performance stand- 
ard for programs funded from aHnca^i* 
funds. (1) Administration. Cost for ad- 
mini* (ration not to exceed 20 percent of 
the total amount of the grant. 

<2> Referral. (1) 100 percent of the 
goal identified in the grant achieved 

(il> Followup completed an 85 percent 
of all those participants referred to other 
agencies for services 

(3) Training and employment. <0 100 
percent of enrollment, and referral goals 
identified in the grant achieved. 

Ul) 80 percent of placement goals 
Identified tn the grant achieved. 

Oil) 100 percent of all placements will 
be employed at a wage at or above the 
Federal or 8tate minimum wage, which¬ 
ever is higher. 

Uv) 90 percent of all placements will 
be employed at a wage at or above the 
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prevailing rale for the particular occu¬ 
pation In the geographic area. 

<v) 75 percent of those placed con¬ 
tinue to be on the Job 90 days after place¬ 
ment In unsubsidized employment. 

(4) Classroom training and on-the- 
job training. (1) 100 percent of enroll¬ 
ment goals Identified In the grant be 
achieved. 

till 90 percent of cnrollccs In class¬ 
room training and on-the-job training 
and their families receive services. 

till) 60 percent of those enrolled in 
classroom training are placed In unsub- 
mdized employment after training either 
by their own efforts or through program 
efforts. 

c tv > 75 percent of those placed In on- 
the-job training continue to be on the 
Jo!) 90 days after the completion of their 
training period. 

<vi At least one-third of classroom 
training and OJT enroll ees are placed 
in jobs paying at least $1.00 per hour 
above the Federal or State minimum 
wnpe, whichever is higher. 

<5> Day care. <1) 90 percent capacity 
is maintained. 

(ii) Cost per child for day care opera¬ 
tions serving 0-5 year old children for an 
extended day of more than 8 hours of 
operation do not exceed a total cost of 
$200 per month. This cost will be based 
on total cost of operation including 
fund* from sources other than section 
307 grants. 

(ill) Day care programs shall meet 
Federal Interagency Day Care Standards 
and comply with applicable State stand¬ 
ards including State licensing require¬ 
ments. 

<G» Medical services. Average cost per 
family not to exceed $250. This average 
cost Is obtained by dividing the amount 
of funds available for this service by the 
number of families receiving this service. 
The maximum cost for any single family 
not to exceed $500. 

(7) Emergency assistance. Average coat 
per family not to exceed $75. This 
average cost Is obtained by dividing the 
amount of funds available for this serv¬ 
ice by the number of families receiving 
this service. 

(8) Relocation assistance. Average cost 
per family not to exceed $600. This 
average cost Is obtained by dividing the 
total amount of funds allowable for this 
component (set forth in the definition 
of re 1 oration assistance in f 97.203) by 
t>'e number of families In the relocation 
component The maximum cost for any 
hingle family not to exceed $1,000. 

<9) Residential Support. Average cost 
per family not to exceed $500. This aver¬ 
age cost is obtained by dividing the total 
amount of funds allowable for this com¬ 
ponent <sct forth in the definition of 
residential support in $ 97.203) by the 
number of families in the residential 
component. The maximum cost for any 
single family not to exceed $700. 

Grant Administration 

§ 97.250 Crunt AdmlnUlrallnn in gen¬ 
eral. 

(a) Sections 97.250-97.273 describe 
Federal requirements relating to the ad¬ 


ministration by grantees of grunts under 
section 303 of the Act. 

(b) In general, administration of sec¬ 
tion 303 grants shall be governed by Part 
98, Subpart A. “Grant Administration/’ 
of this* Subtitle. 

(c> Sections 97,251. 97.262. and 

97.270 relate to grantees which are non¬ 
governmental organizations and set forth 
requirements applicable only to such or¬ 
ganizations. Sections 97.252. 97 260, and 
9/ 263. 97.269 set forth exception and 
variations from 29 CFR Part 98, Subpart 
A, which are applicable to all section 
303 grantees. Sections 97.261 and 97.269 
(b)-97.272 provide additional grant ad¬ 
ministration requirements applicable to 
all section 303 grants. 

(d) In Part 98, Subpart A of this Sub¬ 
title, (1) All reference to the “RA” shall 
read •‘the Secretary’* when applicable to 
section 303 programs. 

(2) FMC 74-4 and FMC 74-7. designed 
for public agencies, are hereby made ap¬ 
plicable to private nonprofit section 303 
grantees. At such time that GSA issues 
comparable PMC’s for private nonprofit 
organizations, they shall supersede the 
above Federal Management Circulars. 

§97.251 PrivAlr nonprofit urgnmra- 
tnmn; ftnanrlnl iimnagcnirnt •yalcm*. 

For private nonprofit organizations the 
requirements for financial management 
systems set forth in 5 98.5 of this Sub¬ 
title shall apply in their entirety, and in 
addition the following requirements shall 
be observed: 

(a> Certification of accounting sys¬ 
tems. Hefore funds arc released to a 
grantee receiving an initial DOL grant 
or to a grantee any of whose nongovern¬ 
mental subgrantees has never adminis¬ 
tered DOL funds the grantee shall sub¬ 
mit a statement to DOL certifying that 
its accounting system and/or that of the 
subgrantee/s) meets the standards set 
in paragraphs (1), <2), and <3) of this 
section. 

< 1) Prior to the release of funds of an 
initial DOL grant, the grantee shall have 
its accounting system surveyed and eval¬ 
uated by an auditor. On the basts of the 
auditor’s findings and conclusions, the 
Secretary shall determine whether the 
accounting system meets DOL's standard 
and, if not, whether to suspend the grant. 

(2) The accounting system certifica¬ 
tion shall state that the grantee and/or 
the subgrantee(s) have established ade¬ 
quate accounting systems with appropri¬ 
ate internal controls to safeguard assets, 
to check the accuracy and reliability of 
their accounting data, to promote operat¬ 
ing efficiency, and to encourage compli¬ 
ance with prescribed management poli¬ 
cies and any additional fiscal responsi¬ 
bilities and accounting requirements es¬ 
tablished by DOL. 

(3) The certification may be furnished 
by an independent certified public ac¬ 
countant. or an independent state- 
licensed public accountant. 

<b) Subgronfces. A grantee shall not 
release or commit any grant funds to a 
new subgrantee unless it has received 
from the proposed subgrontcc an ac¬ 
counting system certification appropri¬ 
ately modeled after those required in 


r&rngraphs (a) (1), <2) and (3) of this 
section. These certifications are to be 
obtained by the grantee from Its sub- 
grantees for retention among the 
grantee’s record* and need not be trans¬ 
mitted to DOL unless DOL requests 
them. DOL may disallow as a charge 
against the grant any funds released in 
violation of the requirement stated in 
this paragraph. 

(c) The cost incurred by the grantee 
or subgrantee in providing certifications 
of accounting systems is not an allow¬ 
able cost under section 303 unless such 
cost is approved as part of the Compre¬ 
hensive Plan for Farmworkers. 

§ 97.252 Audit. 

The requirements for audit shall be 
ns described In 5 98 6 of this subtitle, ex¬ 
cept that the following special provisions 
shall apply: 

(a) The term “prime sponsor” in 
9 98 6 of this Subtitle for the purposes of 
section 303 shall mean grantee. 

(b) The requirement for access to 
books, documents, papers, and record? 
described in parasrarh (a) of I 98.6 of 
this Subtitle shall apply to all section 303 
grantees, subgrantees, contractors and 
other program operators. 

(c> (I) Audits conducted under th^ 
provisions of 9 08.6(e) of tills Subtitle 
shall be subject to prior approval by thr 
Secretary. (2) The reference to every 
“two years*' in f 98.6(e)(2) for the pur¬ 
poses of section 303 shall read “every 
year.” c3> The cost of “$100,000” In 
fi 98.6(e) (2) for the purposes of section 
303 shall read “$25,000.“ 

§ 97.253 Reporting requirement*. 

“Reporting requirements in general.” 
set forth In 9 98.7 of this 8ubtltle shall 
be superseded as follows: 

(a) Bach grantee will be required to 
submit four periodic reports which will 
be used by the Secretary to assess it* 
performance in carrying out the objec¬ 
tives of the Act. These four reports are: 
(1) The Program Status Summary ; 

The Financial Status Report (These two 
reports replace the Quarterly Progrcs* 
Report); (3) The Quarterly Summary of 
Participant Characteristics; and (4) The 
Report of Federal Cash Transactions. In 
addition, grantees may from time to time 
be required to prepare and submit re¬ 
ports requested by other Federal agenda 
for the performance of the legislative re¬ 
sponsibilities of these agencies. 

(b> In order to avoid duplication at 
payments by unemployment Insurance 
and CETA programs, sponsors shall 
upon request, provide SKSA’8 a current 
list of all CETA participants enrolled in 
their programs receiving wages. 

(c) Program Status Summary and Fi¬ 
nancial St at its Report: The Program 
Status Summary and Financial Status 
Report requirements set forth in 9 96.8 
(a) and <b) of the Subtitle shall be 
applicable. 

(d) Quarterly Summary of Participant 

Characteristics: The Quarterly Summao 
of Participant Characteristics require¬ 
ments set forth in 9 98.9 of this 8ubtitle 
shall be applicable. 
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• e* Report of Federal Cash Transac¬ 
tions; The Report of Federal Cash 
Transactions requirement set forth In 
5 98.10 of this Subtitle shall be applicable. 

(ft In addition, special reports may be 
required by the Secretary. 

<g> The reports required by para¬ 
graphs <b> and (c) of this section shall 
be prepared to coincide with the ending 
dates of Federal Fiscal Year quarters. 
These reports shall 'je sent by the grantee 
to be received by the Secretary no later 
than 30 days after the end of the re- 
iwrting period. If a grantees grant pe¬ 
riod ends on a date other than the end 
of a Federal fiscal quarter, a fifth set of 
reports covering the entire grant period 
will be required. 

<h) Accountability must be maintained 
by the grantee for each of the activities 
authorised under the various Titles of 
the Act. Therefore, separate reports will 
be required for the section 303 grants. 

<i> The Secretary reserves the right 
to require the submission of these re¬ 
ports by grantees more frequently than 
quarterly in cases where there appears 
to be a major negative deviation from 
the Program Planning Summary or the 
Budget Information Summary. 

(J) Detailed descriptions of the forms 
required by paragraphs <c> and <d> are 
lu the Forms Preparation Handbook and 
supplement. 

(k) All required reporting shall be 
submitted directly to the Secretary at 
the following address: 

U.B Deportment of Labor. 

Ftnployrnent mod Training Administration. 
Patrick Henry Building—Room 7123. 

«01 D Street. NW. Washington. D.C. 20313. 
Attention: Chief. Division of Farmworker 
Program* 

Copies of the reports required by para¬ 
graphs (a), (b). (c). and <d> of this 
section shall be sent to the appropriate 
RA at the time of submission to the Na¬ 
tional Office. 

§ 97.2S-I Reallocation of fund*. 

The requirements regarding realloca¬ 
tion of funds set forth in ft 98.11 of this 
Subtitle shall be superseded as follows: 

<a> General. The Secretary may re¬ 
allocate funds from a grantee under the 
circumstances and in accordance with 
the procedures described in this section. 

<b) Reallocation based on nonper¬ 
formance. (1) When the Secretary con¬ 
siders through review of the grantee’s 
reports, monitoring, or auditing of the 
Program that its performance may be 
inadequate or that it may have faded 
to comply with the Act or regulations, 
notice shall be given and opportunity 
*hall be allowed for an administrative 
review as provided in ft 97.292, 

<2> If the Secretary then decides to 
reallocate funds based on a ground set 
forth in paragraph (b)(1) of this sec¬ 
tion: 

fl) The grantee’s plan for the area 
shall be revoked in whole or in part; 

(ii> No further payments shall be made 
under this Act to the grantee, to the 
extent which the Secretary deems neces¬ 
sary; and 


(ill) The grantee shall be notified of 
the amount of funds which shall be re¬ 
turned from unexpended funds paid to 
the grantee during that fiscal year. 

(3> The Secretary shall make provi¬ 
sion for the reallocation of funds to be 
used by an alternative grantee to serv¬ 
ice the area which was served by the 
grantee before the reallocation or the 
Secretary may serve such an area 
directly. 

<c) Reallocation based on need. (1) 
In a limited number of circumstances, 
the Secretary may determine that the 
unobligated portion of a grantee's grant 
shall be reallocated to another area be¬ 
cause the funds are not needed where 
they were originally allocated. 

<2» Before reallocating funds as set 
forth in paragraph (0(1» of this sec¬ 
tion. the Secretary shall determine that: 

<i> The grantee’s plan will be carried 
out without expending all the funds pre¬ 
viously made available for that plan; 
and 

(ii> Tlie excess funds identified under 
paragraph (c) (2) (i) of this section can¬ 
not reasonably be expected to be needed 
in the following grant period. 

(d> Reallocation. When the Secretary 
determines that funds should be reallo¬ 
cated based on the criteria in paragraph 
<c> of this section, the following actions 
shall be taken: 

(1) Notice of intent to reallocate 
funds. When the Secretary determines 
that a reallocation is appropriate, the 
grantee shall be notified of the proposed 
action to remove funds from the grant. 
The notice shall include the basis for the 
proposed reallocation. 

(2) Comments by grantee. The grantee 
shall be invited to submit comments on 
a proposed reallocation of funds out of 
its area. These comments shall be sub¬ 
mitted to the Secretary within 30 days 
of receipt of the notice. The Secretory 
shall consider these comments before 
making a final determination to re¬ 
allocate. 

(3> Notification of final determina¬ 
tion. The Secretary shall notify the 
grantee of the final determination after 
reviewing any comments submitted by 
the grantee. A final decision to reallocate 
funds of a grantee shall be published in 
the Federal Register, and a modifica¬ 
tion of the grant shall be made. 

(4> Reallocation procedures. In reallo¬ 
cating such funds to supplement other 
grants, the Secretary shall first consider 
the need for additional funds by other 
grantees within the same State. A deci¬ 
sion to increase a grant with reallocated 
funds shall not be made without prior 
consultation with the grantee as to how 
the funds will be expended. Such a deci¬ 
sion shall be published In the Federal 
Register with an announcement to the 
grantee(s) receiving additional alloca¬ 
tions and the amounts. 

(5) Reallocated funds , Reallocated 
funds shall not be considered allocable 
funds for the purpose of paragraph (c) 
(2) of ft 97.204. the ’’hold harmless*' pro¬ 
vision. 


$ *) 7.2.7 7 Federal roi»l«. 

The requirements regarding allowable 
Federal costs set forth in ft 98.12 of this 
Subtitle shall be superseded as follows 

<a> General. Except as modified in 
these regulations. Federal funds granted 
under the Act may be expended only for 
purposes permitted under the provisions 
of Subpart 1-15 of Title 41 of the Code 
of Federal Regulations. 41 CFR 1-12.2 
applies to educational institutions, and 
41 CFR 1-15.7 applies to state and local 
governments. Allowable costs include 
both direct and indirect costs. 

<i> Direct and Indirect Costs. Direct 
costs are those which can be identified 
specifically with a particular cost ob¬ 
jective such as an organizational unit, 
function or object, as well as ultimate 
cost objectives including specific grants, 
projects, contracts, and other activities. 
Indirect costs are those costs of a grantee 
organization which ore not readily iden¬ 
tifiable with a particular function or 
project but nevertheless are necessary 
to the general operation of the grantee 
organization and the conduct of the ac¬ 
tivities it performs. Indirect co6ts are 
usually grouped into a common pool and 
distributed to those activities which 
benefit from them through the expedient 
of an indirect cost rate. 

<2> Policies and Procedures . Cost allo¬ 
cation plans including Indirect cost rate 
proposals shall be developed and ap¬ 
proved in accordance with the applicable 
cost principles and procedures set forth 
in 41 CFR 1-3.7 and 41 CFR 1-15 When¬ 
ever costs jointly serve one or more 
CETA titles and CETA is the only source 
of funding, a cost allocation plan must 
be developed to allocate those costs 
among the title it these are shared serv¬ 
ices, These plans are to be used and re¬ 
tained for future audits. Where there are 
multiple sources of funding, such as other 
Federal programs or state or local funded 
programs simultaneously operated by the 
grantee organization, a cost allocation 
plan is necessary if there are shared 
services. This cost allocation plan must 
equitably allocate costs between the pro¬ 
grams (and within the CETA program, 
among the various titles). All cost allo¬ 
cation plans must be approved in ad¬ 
vance by the Secretary. 

(b> Restrictions on use of funds. No 
funds granted under the Act may be 
used, directly or indirectly, as a contri¬ 
bution for the purpose of obtaining Fed¬ 
eral funds under any other law of the 
United States which requires a contribu¬ 
tion from the grantee In order to receive 
such funds, except if authorized under 
that law. However, the use of funds 
granted under one title of the Act as a 
matching contribution in order to obtain 
additional funds under another title of 
the Act is permitted. 

(c) Expenditures for repairs . mainte¬ 
nance and capital improvements and 
construction. (1) Section 303 funds may 
not be expended for new construction 
(Including additions to existing facili¬ 
ties) but may be expended for building 
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repairs, maintenance, and capital im¬ 
provements to existing facilities. These 
c06U must be related to a facility or 
building which is used primarily for pro¬ 
grams under the Act 'sec. 702<b)>. 

1 2) No funds for new construction <in¬ 
cluding additions to existing facilities! 
are allowable except as a part of a train¬ 
ing program in a construction occupa¬ 
tion. Training costs may include such 
items as instructors* salaries, training 
tools and books, allowances or wages to 
participants fif appropriate) but may 
not include materials used in construc¬ 
tion or land acquisition. Construction 
costs for training programs shall be al¬ 
lowable only when such construction 
would not normally be performed by an 
outside contractor. 

(d) Allowable cost categories . Allow¬ 
able costs shall be reported against the 
following cost categories: Administra¬ 
tion; wages: training; fringe benefits: 
allowances; and sendees (sec. 101). 

(1) Costs are allocable to a particular 
cost category to the extent of benefits 
received by such category. 

(2) All grantees are required to plan, 
control, and report expenditures against 
the aforementioned cost categories. 

(3) Ail grantees are responsible for 
assuring that subgrantees and contrac¬ 
tors plan, control, and report expendi¬ 
tures against the aforementioned cost 
categories. 

(4> When required by $ *8.24 of this 
Part or State Unemployment Insurance 
Laws to pay unemployment insurance 
costs, sponsors shall plan for those obli¬ 
gations to be incurred during the grant 
year. This responsibility Includes unem¬ 
ployment insurance charge which will 
be Incurred by subgrantees and contrac¬ 
tors because of unemployment insur¬ 
ance liabilities incurred under programs 
under the Act. 

(e> Classification of costs by category . 
The following principles shall be fol¬ 
lowed In classifying costs by cost cate¬ 
gory : 

(1) Participants* wages shall be 
charged to wages. 

(2) Participants' fringe benefits shall 
be charged to fringe benefits (premiums 
for insurance with comparable coverage 
to workmens compensation for partici¬ 
pants enrolled In classroom training and 
services to participants is considered to 
be a training or service cost as appro¬ 
priate) • 

(3) Allowances paid to prog mm par¬ 
ticipants shall be charged to allowances. 

(4) Training costs consisting of goods 
and services which directly and imme¬ 
diately affect program participants shall 
be charged to training. 8uch costs 
should be those incurred for instruction 
of participants in either a work envi¬ 
ronment or classroom. Goods and serv¬ 
ices which have direct and immediate 
Impact on participants are limited to 
those actually involved in the partici¬ 
pant training process itself as opposed 
to those which are supportive of that 
process. For examples of training-re¬ 
lated costs which may and may not be 
charged to training see paragraph <f> 

(4) . Training. 
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(5) Supportive and manpower services 
costs which consist of goods and services 
which directly and Immediately affect 
program participants shall be charged to 
Services. Goods and services considered 
to have direct and Immediate Impact on 
participants are limited to those actually 
involved In the process of providing par¬ 
ticipants with supportive and manpower 
services as opposed to those which are 
ancillary to that process. For examples 
of service-related costs which may and 
may not be charged to Services see para¬ 
graph (t) (5). Services. 

(6) Administration costs shall consist 
of all indirect and direct costa associated 
with the management of the grant. Such 
costs are those which do not directly and 
immediately benefit participants but arc 
necessary for effective delivery of direct 
participants benefits. These costs are 
generally Identified with supervision, and 
management, fiscal and recordkeeping 
systems. These coats shall also Include 
the administration costs both direct and 
indirect of subgrantees and contractors. 
For examples of administration costs see 
paragraph (f)(6). Administration costs. 

(7) When contractors bill the grantee 
with a single unit charge containing 
costs which are chargeable to more than 
one cost category the grantee will en¬ 
deavor to obtain the detail necessary to 
charge these costs to the proper cost 
categories. For unit charges such as 
tuition fees for which the necessary de¬ 
tail cannot be provided, an estimate of 
the breakdown of the single unit charge 
among cost categories will be obtained; 
except when such unit charges are nor¬ 
mally billed as a single charge and the 
cumulate amount of the common charges 
such as tuition fees or doctors' bills do 
not exceed $25,000. These exempted 
charges do not need to be prorated 
among the benefitting categories but can 
be charged to the category receiving the 
most benefit. Any profit (or loss) should 
be prorated among all the affected cost 
categories. 

(8) Classification of equipment costs 
present special problems since many 
items of equipment can be used for vari¬ 
ous purposes. In the case of multi-use 
equipment there must be a pro ration of 
cost, or, If there is a predominant usage 
relating to one cost category. & charge 
shall be made to that category. 

<9> Any single cost such as staff sal¬ 
aries and/or fringe benefits which Is 
properly chargeable to more than one 
cost category shall be prorated among 
the affected categories. 

(f) Costs allowable by each cost cate - 
gory. Following are examples of costs 
properly chargeable to each of the cost 
categories. 

(1) Wages. All wages paid to partici¬ 
pants receiving on-the-job training in 
public or private nonprofit organizalions, 
and all wages paid to participants in 
work experience will be allowed. Cost of 
living increases arc considered wages. 
Wages paid to participants while receiv¬ 
ing on-the-job training from a private 
employer organized for profit cannot be 
Mipported by funds under the Act <sec. 
101*5)). 


(2) Fringe benefits. Allowable fringe 
benefits costs for participants include 
but are not limited to the following: an¬ 
nual. sick, court and military leave pur¬ 
suant to an approved leave system; em¬ 
ployer’s contribution for social security, 
employees* life and health insurance 
plans: unemployment insurance, work¬ 
er's compensation insurance; and re¬ 
tirement benefits provided such benefits 
are granted as port of the approved 
Comprehensive Plan for Farmworkers. 
Unemployment Insurance costs are allow¬ 
able fringe benefits and shall be charged 
to the grant as they are incurred. Cost 
of living Increases may not be charged 
to fringe benefits. 

<3) Allowances . All allowances paid to 
program participants pursuant to 5 97.- 
256*a) shall be charged to this cost cate¬ 
gory. 

(4) Training. Training costs Include, 
but are not limited to the following: 
salaries, fringe benefits, equipment, and 
supplies of personnel engaged In provid¬ 
ing training, books and other teaching 
aids; equipment and materials used In 
providing training to participants; class¬ 
room space and utilities costs: and that 
part of tuition and entrance fees which 
represent instructional cost having a di¬ 
rect and immediate impact on partici¬ 
pants (see 198.12(e) (7) for excep¬ 
tions). The following are examples of 
costs not properly chargeable to training: 
General and administrative costs of the 
training facility, supervision, clerical 
support for non-Instructors, and training 
(skill maintenance and upgrading) of in¬ 
structors. staff travel except when such 
travel is an integral part of the instruc¬ 
tion, costs of non-classroom space and 
utilities, transportation of participants 
to training sites, and cost of processing 
allowance payments. The compensation 
of individuals who both Instruct par¬ 
ticipants and supervise other instructors 
must be prorated among the Training 
and Administration cost categories on the 
basis of time records or other equitable 
means. Similarly, tuition fees and the 
cost of supplies used in the course of 
both participant instruction and other 
activities should be prorated among the 
benefitting uses. 

(5) Services . (i) Services include, but 
are not limited to services to applicants, 
manpower services and supportive serv¬ 
ices. as set forth in i 97.233(c) (4). 

<ii> Services to applicants includes out¬ 
reach. intake, and assessment. 

«ili* 8upportlvc services include child 
care, health care, medical and dental 
services, residential support, assistance in 
securing bonding, transportation, and 
family planning. 

(tv) Manpower services Include orien¬ 
tation. counseling. Job development and 
job placement. 

<hn Allowable service costs Include, but 
are not limited to. salaries and fringe 
benefits, space, utility, equipment and 
travel costs when an integral part of the 
job of personnel engaged In providing 
services to participants <c.g., job devel¬ 
opers. counselors, and outreach work¬ 
ers) ; and that part of single unit charges 
for child care, health care, and other 
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servlet* which represent only the costs of 
unices directly beneficial to participant 
• sec 108.12(e)(7) for exceptions), 
Transportation of participants U prop¬ 
erly chargeable to sendees. 

»v» The following are examples of 
costs not properly chargeable to services: 
General and administrative coots of the 
•services provided; supervision, clerical 
support, staff training, travel of super¬ 
visory staff, rent and other facilities costs 
except as provided for in (tv). and costn 
of supplies, materials, and equipment not 
used directly in providing services to par¬ 
ticipants, 

• 6 » Administrative Costs. (I) Admin¬ 
istrative costs shall be limited to those 
necessary to effectively operate the pro- 
3 nun. They shall not exceed 20 percent 
of the total planned costs for the entire 
tyrant unless such additional crwta have 
been approved In writing by the Secre¬ 
tary. Consultant services under eontmei 
must have the prior approval of the 
Secretary. 

• ii • Supportive costs are comprised ol 
•cneral and administrative costa, over¬ 
head. and similar coat grouping* repre¬ 
senting the general management and 
support functions of an organization as 
well as secondary management and sup¬ 
port functions. Included are salaries und 
fringe benefits of personnet engaged m 
executive, fiscal, personnel, legal, audit, 
procurement, data processing, communi¬ 
cations. transportation, maintenance. 
:md similar functions, related materials, 
upplles. equipment, office space costs, 
•uui staff training. 

(lii) Direct program costs which arc 
not an integral part of training and serv¬ 
ices provided participants are comprised 
of goods and services which neither con¬ 
tribute to the management and support 
functions of an organization nor directly 
and immediately affect participants. In¬ 
cluded are direct program salaries and 
fringe benefits of supervisory and clerical 
personnel, program analysts, labor mar¬ 
ket analysts, and project director? In 
uddition, all costs of materials, supplies, 
equipment, space, utilities, and travel 
which are identifiable with these direct 
program administration positions shall 
be clutrged to administration. Borne ex¬ 
amples of administrative costs are the 
salary of a clerical assistant to a super¬ 
visor, that part of an Instructor's salary 
; ^presenting time spent supervising other 
instructors, desk-top supplies used by 
supervisors and In general office admin¬ 
istration. rent, depreciation or mainte¬ 
nance of non-classroom space, staff 
training, consultants services under con¬ 
tract not involving direct training or 
services to participants, costs Incurred in 
the establishment and maintenance of 
farmworker boards and advisory coun¬ 
cils as provided in f 97.273 and costs of 
providing technical assistance to con¬ 
tractor and subgrantee staff. 

<lv> Services normally chargeable to 
Administration when performed by staff 
personnel shall be charged to Wages or 
Fringe Benefits, as appropriate, when 
performed by program participants. 

Tiitvsc services when performed by pro¬ 
gram participants, may not be paid 
by section 303 funds unless this use of 


participants* services has been described 
in the approved Comprehensive Plan for 
Farmworkers. 

ig) Travel costa. (1) The cost of imr- 
ticlpant travel and staff travel necessary 
for the operation or administration of 
programs under the Act is allowable as 
provided herein. 

(2) Travel costs of section 303 staff 
or board members are allowable only if 
the travel specifically relates to programs 
under section 303 and Is within the CETA 
section 303 target area or for a Depart¬ 
ment sponsored or approved conference, 
meeting, etc All other travel to be 
charged to the CETA section 303 grant 
shall require the prior approval of the 
Secretary These costs shall be charged 
to administration. 

<3> Travel costs of other grantee of- 
IV iaJ> of multi-funded programs charged 
with overall grantee responsibilities ' e g . 
Lh- Ouvernor of a state or the chief ex¬ 
ecutive of a political subdivision, or their 
immediate staff that do not have con¬ 
tinuing programmatic responsibilities* 
are allowable if costs specifically relate 
to programs under the Act. Prior ap¬ 
proval by the Secretary Is not required 
These rests shall be charged to admin¬ 
istration 

<4> Travel costs for partlcipanta In 
admitlixtrallve positions, are allowable 
when the travel is .specifically related to 
the operation of programs under section 
303 These costs shall be charged to ad¬ 
ministration. 

• o » Travel costs, based on mileage, for 
participants using their personal auto¬ 
mobiles In the performance of their Jobs 
arc allowable if the employing agency 
normally reimburses its other employees 
in this way. These costs shall be charged 
to fringe benefits. 

Travel costs to enable participants 
to obtain employment or to participate 
in programs under the Act are allowable 
as supportive services but shall be re¬ 
stricted to the grantee's jurisdiction or 
within daily commuting distance, unless 
pert of an approved component in the 
Comprehensive Pirn for Farmworkers 

<7> Travel policies set forth In the 
Standardized Government Travel Regu¬ 
lations ‘SOTR> are required of all 
grantees, subgrantees and contractors. 
Where a grantee, subgrantee, or contrac¬ 
tor. has a more restrictive travel policy 
than the SOTR. the more restrictive re¬ 
quirements shall be followed. 

(8* Other travel requirements may be 
issued by the Secretary for private non¬ 
profit grantees. 

(h) Association Afcmbership. d» CETA 
Section 303 sponsors are permitted to 
utilize grant funds to Join those associa¬ 
tions which provide bona fide, relevant 
technical and administrative services In 
support of Section 303 program efforts. 
The activities of such associations must 
be designed to contribute to the enhance¬ 
ment of professional und technical pro¬ 
gram knowledge, 

(2) For membership dues or other 
membership-related costs to be allow¬ 
able. the following conditions shall be 
observed: (I) The association s activities 
shall not violate the Anti-lobbying Act. 


12 U S C. 1913. which prohibits organiza¬ 
tions from using Federal funds "directly 
or indirectly to pay for any personal 
service, advertisement, telegram, tele¬ 
phone, Idler, printed or written matter, 
or other device, intended or designed to 
influence in any manner a Member of 
Congress, to favor or oppose, by vote, or 
otherwise, any legislation or appropria¬ 
tion by Congress, whether before or after 
the Introduction of any bill or resolution 
proposing such legislation or appropria¬ 
tion. . 

<U) The association shall not violate 
Uie principles contained in the assur¬ 
ances set forth In the 8ection 303 spon¬ 
sor grant package regarding restrictions 
against political activities for Federal 
grantees. 

• Ill) Those organizations substantially 
involved in lobbying are inappropriate 
selections for membership by CETA Sec¬ 
tion 303 sponsors. (See 41 CFR 1-15.711- 
19.) However, affiliated associations 
which are offshoots of such lobbying or¬ 
ganizations. and whose only activity is 
to foster information exchanges and 
professional growth, may be appropri¬ 
ate selections for membership, if It can 
be demonstrated that their activities are 
separate from the parent association, 
and that the affiliate association does not 
contribute to the support of the pnrent 
organization. 

»3> Sponsors wishing to utilize grant 
funds for membership in associations 
must obtain the prior approval of the 
Secretary" before Initiating membership 
procedures. Simnsors should submit 
documents which show that the associa¬ 
tion meets the conditions set forth in 
this paragraph 97.255(h). as well as 
budget information detailing the spon¬ 
sor's proposed costs related to the pro¬ 
posed membership. 

<4> Sponsors who seek to Join an asso¬ 
ciation shall submit (or cause the asso¬ 
ciation to submit) to the Secretary a 
copy of the corporate charters, bylaws, 
constitution, or any other pertinent offi¬ 
cial document which explains the pur¬ 
pose of the association and demonstrates 
that the association will not be involved 
in activities which would violate the 
standards set forth In this paragraph 
97.255th). In the cate of an association 
that is affiliated with an organization 
which conducts lobbying or political ac¬ 
tivities. the documentation must dem¬ 
onstrate that the activities of the asso¬ 
ciation to be Joined are separate from 
those of the affiliated organization. 

(5) When the use of grant funds for 
membership in an association has been 
approved by the Secretary for one Sec¬ 
tion 303 sponsor, the Secretary will an¬ 
nounce the approval and it will there¬ 
after be unnecessary for any other 303 
sponsor to submit the documentation re¬ 
quired by paragraph (4) above. 

<6* Sponsor reviews will be conducted 
by the Secretary to determine that the 
purposes of such memberships are bein': 
carried out, and that program and opera¬ 
tions are thereby enhanced. 

*7) The coat shall be for Section 303 
membership rather than an individual 
person's membership. 
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(8) The cost of the membership shall 
be reasonably related to the value of the 
services or benefits received. Sponsors are 
authorized to use up to one-tenth of one 
percent of their respective Section 303 
allocations annually, with a maximum 
of $750 00 for association-related costs. 

(0) Association-related costs shall be 
Incorporated in the sponsor’s Section 303 
grant budget, charged to the administra¬ 
tion category, and as such, shall be sub¬ 
ject to the standard 20 percent overall 
grant administrative cost ceiling. 

8 97.256 Training allowance*. 

The requirements for training allow¬ 
ances shall be as described In 9 95.34 of 
this subtitle with the following special 
provisions: 

(a) The term “prime sponsor'* in 

9 95.34 of this subtitle for the purpose of 
section 303 shall mean grantee. 

<b> The requirements for eligibility for 
allowances described in § 95.34(c) of this 
subtitle for programs funded under sec¬ 
tion 303 shall read: “Subject to the pro¬ 
vision of 9 95.34 (j> of this subtitle and 
9 97.233. allowances shall be paid to par¬ 
ticipants for time spent in classroom 
training. In addition, allowances may be 
paid for time spent In other activities as 
specified in 9 97.233(e)(5) or manpower 
services such as orientation and counsel¬ 
ing. However, allowances for participa¬ 
tion in manpower services or other ac¬ 
tivities shall be provided only If such ac¬ 
tivities are a component of another ac¬ 
tivity described In 9 97.233. or participa¬ 
tion Is on a regularly scheduled basis 
described In the approved Comprehen¬ 
sive Plan for Farmworkers. Furthermore, 
no allowances will be paid for any course 
having a duration in excess of 104 weeks 
(sec. 111(a) >. 

§ 97.257 Wage*. 

Ca> Participants In work experience 
shall be paid wages as required by 
5 97.233(c) (3) (viil). 

(b) Participants in on-the-job train¬ 
ing shall be compensated by the em¬ 
ployer at such rates, including periodic 
Increases, as arc reasonable considering 
such factors as industry, geographical 
region, and trainee proficiency (sec. Ill 
<b)). In no event shall the rate be less 
than the highest of the following: 

(1) The minimum wage rate specified 
in Section 6(a)(1) of the Fair Labor 
Standards Act of 1938. as amended The 
exceptions to rection 6(a)(1) shall not 
apply to on-thc-Job training partici¬ 
pants. except as provided in paragraph 

(c). 

(2) The State or local minimum wage 
for the most nearly comparable covered 
employment; 

(3) The prevailing rates of pay for 
persons employed in similar occupations 
by the same employer; or 

(4) The minimum entrance rate for 
inexperienced workers in the same oc¬ 
cupation in the establishment or. ir the 
occupation Is new to the estnblishment, 
the prevailing entrance rate for the oc¬ 
cupation among other establishments In 
the community or area or. any minimum 


rate required by an applicable collective 
bargaining agreement. 

(5) For participants on Federally 
funded or Federally assisted construction 
projects, the prevailing rate established 
by the Secretary in accordance with the 
Davis-Bacon Act, as amended, when such 
rates are required by the Federal statute 
under which the assistance was provided. 

(c) For hours spent in the production 
of goods or services, (he rate of compen¬ 
sation to be paid to trainees by employers, 
public or private, shall be specified in a 
written agreement entered into by the 
training or employing facility and the 
prime sponsor. 

<d> Wa 0 es in the Commonwealth of 
Puerto Rico shall be consistent with pro¬ 
visions of the Federal. State or local law, 
otherwise applicable 

§ 97.258 Minimum duration tif train¬ 
ing; reasonable expectation of em¬ 
ployment. 

(a) Duration of training. An individual 
shall not be referred for training In an 
occupation which requires less than two 
weeks of preemployment training unless 
there are immediate employment oppor¬ 
tunities available in that occupation (sec. 
703(8)). 

(b) Reasonable expectation of em¬ 
ployment. An individual shall not be re¬ 
ferred to training unless the grantee 
determines, after utilizing available and 
appropriate community resources, that 
there is a reasonable expectation of em¬ 
ployment for ruch an individual in the 
occupation for which the person is being 
trained (sec. 703(10)). 

g 97.259 General benefit* and working 
condition* for program participant*. 

(a> Each participant in an on-the-job 
training or work experience under the 
Act shall be assured of workmen’s com¬ 
pensation benefits at the same level and 
to the same extent as other employees 
of the employer who are covered by a 
state or Industry workmen’s compensa¬ 
tion statute. Participants engaged in any 
CETA program activity. i.e„ work expe¬ 
rience. on-the-job training, classroom 
training, services to participants and 
other activities where others similarly 
engaged are not covered by an applica¬ 
ble workmen’s compensation statute shall 
be provided workmen’s compensation In¬ 
surance or coverage under a medical and 
accident Insurance policy for injury or 
diseases resulting from such participa¬ 
tion. The costs of such imurance ahall 
be charged to the appropriate cost cate¬ 
gory as provided in 9 97.255. 

(b) Each participant in an on-thc-Job 
training or work experience, shall also 
be assured of health insurance, unem¬ 
ployment Insurance, coverage under col¬ 
lective bargaining agreements and other 
benefits at the same levels and to the 
same extent as other employees similarly 
employed, and to working conditions and 
promotional opportunities neither more 
nor less favorable than such other em¬ 
ployees similarly employed (secs. 208(a) 
(4). 703(5) and 703<6>>. Nothing In this 
section shall be interpreted to require 
coverage for health insurance, unem¬ 


ployment insurance and similar benefits 
for participants, such as, work experi¬ 
ence participants, where there Is no em¬ 
ployee of the employer performing the 
same or similar work in the employment 
situation. Tn determining whether the 
work Ls the same or similar to that of 
a person regularly employed, the prime 
sponsor will take into consideration, but 
shall not b? limited to. employment 
status, type of work performed. Job clas¬ 
sification and method of appointment to 
the position. 

(c) Every participant must be advised 
prior to entering employment of the nanv 
of his employer, and of his rights and 
benefits in connection with his employ¬ 
ment (sec. 208(a) (8)). 

(d) No particlnant will be required or 
permitted to work, be trained, or receive 
services in buildings or surroundings or 
under working conditions which are un¬ 
sanitary, hazardous or dangerous to his 
health or safety, In the case of partici¬ 
pants employed or trained for Jobs in¬ 
herently dangerDUs. eg., fire or police 
Jobs, participants will be assigned to 
work in accordance with reasonable 
softy practices. The provisions of section 
2(a)(3) of Fub. L. 89-286 (relating to 
health and safety conditions) shall apply 
to such programs or activity (secs. 208 
(a)(5) and 703(5)). 

(e) The requirements for participants 
retirement benefits shall be as provided 
in i 98.25 of this subtitle. 

8 97.260 Allocation of Allowable Ca*t« 
Among Program Activities. 

The requirements regarding allocation 
of allowable costs among program activi¬ 
ties set forth in 9 98.13 of this subtitle 
shall be superseded as follows: The pro¬ 
gram activities against which program 
costs shall be planned, controlled and 
reported upon are: Classroom training, 
on-the-job training; work experience; 
services to participants: and other ac¬ 
tivities. The cost categories under each 
of these activities Is defined in 9 97.255 
(e). The extent to which these cost 
categories arc chargeable to specific 
program activities is set forth below, 
Administration includes all allowable 
administrative costs directly associated 
with the program activity and a pro 
rata share of the grantee’s administra¬ 
tive costs under section 303 not directly 
associated with any program activity. 

(ft) Classroom training. Cost categoric* 
chargeable are: administration, allow¬ 
ances, training, and services. 

(b) On-the-job (raining. Cost cate¬ 
gories chargeable are: administration 
wages (with public or private nonprofit 
employers only), fringe benefits, train¬ 
ing, and services. 

(c) Work Experience . Cost categoric* 
chargeable are: administration, wages 
fringe benefits, training, and services. 

(d) Services to participants. (1) Man- 
power services. Cost categories charge¬ 
able are: 

(i) Administration. 

(tl) Allowances. This Includes all al¬ 
lowances paid for short periods of time 
to participants who are registered for 
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training, but are waiting for startup of 
ft component and includes additional al¬ 
lowances as described in ft 97.233(f). 

fU!) Services. This Includes all man¬ 
power services Including postplacement 
services which arc not part of another 
program activity and which arc provided 
to participants by a grantee, contractor, 
or subgrantee. 

(2) Supportive services. These services 
include but are not limited to health and 
medical services, child care, emergency 
assistance, relocation assistance, resi¬ 
dential support, nutritional services, and 
other supportive services. Cast categories 
< hnrgeable are: 

<i> Administration. 

(11) Services. This includes all sup¬ 
portive services, including postplacement 
services, which arc not part of another 
program activity and which are provided 
to participants by a grantee, contractor, 
or subgrantee. 

(e) Other activities. Cost categories 
> hargeable are: administration, allow¬ 
ances. training and services. 

§ ‘>7.261 Bond ctvrrrwgr of oKriak 

ia) Prior to the release of funds to 
any grantee, public or private. DOL shall 
receive written assurance that arrange¬ 
ments have been made for appropriate 
bonding of grantee officials. This assur¬ 
ance may take the form of either a state¬ 
ment that no bond is needed because the 
conditions of paragraphs (b) have been 
met. or of a letter from a bonding com¬ 
pany or agent stating the type of bond, 
amount and period of coverage, positions 
covered. And the annual cost of the bond 
which has been obtained. 

<b) A bond need not be provided by a 
public grantee If funds are to be depos¬ 
ited in a public treasury and disbursed 
and audited by local and stale public 
officials who normally perform these 
duties. In tills case, the financial role of 
the officials of the grantee agency shall 
be limited to making withdrawals from 
the Federal Reserve System for deposit 
In the public treasury and certifying ap¬ 
propriate expenditures for disburse¬ 
ment. A grantee which is a public agency 
need not provide a new bond if all em¬ 
ployees who are authorized to sign or 
countersign checks on the grantee’s com¬ 
mercial bank account or to disburse cash 
are already bonded in an amount con¬ 
sistent with local requirement* and prac¬ 
tices. 

<C> Private grantees shall take steps 
to secure blanket fidelity bond coverage 
In accordance with the following pro¬ 
visions: 

( 1) Coverage shall be secured in on 
amount equal to the average of funds to 
be expended each month, up to the ag¬ 
gregate amount of $25,000. whichever is 
less, for all persons authorised to sign or 
c ountersign checks or to disburse size¬ 
able amounts of cash, such as for pay¬ 
rolls. 

(2) Orantees shall assure that appro¬ 

priate officials of subgrantees and con¬ 
tractors are bonded. Existing bond cov¬ 
erage on officials of subgr&ntccs which 
arc public agencies shall be considered 
acceptable. Coverage for of sub¬ 


grantees and contractors which are pri¬ 
vate organizations shall be equal to the 
average of funds to be expended each 
month, up to an aggregate amount of 
$25,000. If a subgrantee or contractor 
will expend less than $1,000 per month 
in program funds, on the average, bond 
coverage shall not be required, but may 
be obtained and is an allowable cost. 

8 97*262 lla.ir p«*n»onncl •tandjird* for 
grantee* anti "ubernntor*. 

Tiie basic personnel standards set 
forth in ft! 98.14. 98.21. 98 22. and 98.23 
of this Subtitle shall be applicable to 
public grantees and to public sub¬ 
grantees receiving section 303 funds. The 
following provisions shall be applicable 
only to private nonprofit grantees and to 
private nonprofit subgrantees receiving 
section 303 funds. 

<a) Personnel policies. Each grantee 
and subgrantee shall maintain person¬ 
nel policies and practices hi accord with 
applicable laws and regulations, the pro¬ 
visions of ftft 98.21, 98.22. 98.23 of thLs 
Subtitle and the provisions of para¬ 
graphs <b> through (h> of this section 
Such personnel policies must be In writ¬ 
ten form and available to the Secretary 
upon request. 

<b> Discrimination prohibited. No 
grantee or subgrnntee shall discriminate 
in its hiring and personnel procedure* 
against any applicant for employment or 
any employee because of race, creed, 
color, national origin, sex. or age. 

(o Opportunities for farmworkers. 
Each grantee and subgrnntee shad in¬ 
sure that Its recruiting procedures afford 
adequate opportunity for the hiring and 
advancement of persons In the target 
population. 

<d> Prohibition against partisan po¬ 
litical and sectarian activities . In addi¬ 
tion to the prohibitions described In 
5 98.23. of this Subtitle grantees and sub- 
g ran toes shall assure that no program 
under section 303 involves sectarian ac¬ 
tivities and that neither section 303 funds 
nor the personnel employed in the pro¬ 
gram shall be engaged in the conduct of 
sectarian activities. 

(e) Nepotism. The provisions of £ 98.22 
of this Subtitle shall apply to all grantees 
and subgrantees with the following 
special provision: 

‘D The term "employed In an ad¬ 
ministrative capacity* in ft 98.22(a) 
Subtitle for the purposes of section 303 
shall mean employed in an admlnLstm- 
Uve capacity or membership on a gov¬ 
erning board 

(t) Prohibition against acceptance of 
gifts and gratuities. Employees of 
grantees and subgrantees shall pot ac¬ 
cept gifts, money, or gratuities from 
persons receiving benefits or services 
under the program, or performing serv¬ 
ices under contract, or otherwise in a 
position to benefit from an action of the 
grantee’s employees. 

(g) Outside employment. Orantees and 
subgrantees shall include the following 
provisions in their published personnel 
policies relating to outside employment 
of their employees: (i) Such employ¬ 
ment shall not interfere with the effl- 
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dent performance of the employee’s du¬ 
ties‘in the DOL-assisted program; 

(2» Such employment shall not in¬ 
volve a conflict of interest or conflict 
with the employee's duties In the DOL- 
asslsted program; 

(3> Such employment shall not involve 
the performance of duties which the em¬ 
ployee should perform os part of em¬ 
ployment in the DOL-assisted program 
and 

<4» Such employment shall not occur 
during the employee’s regular or as¬ 
signed working hours in the DOL- 
assistod program, unless the employee 
during the entire day o«i which such em¬ 
ployment occurs is on annual leave, com¬ 
pensatory leave, or leave without pay. 

<h) Salaries and wages. (1) Minimum 
wage: Employees shall be paid at a rate 
no lower than the applicable minimum 
wage. Subject to this minimum, the 
salary for each position supported by 
DOL funds shall accord with prevaUing 
local practice for comparable position* 
In local public or private nonprofit 
agencies. 

(2) Wage comparability: <i> Persons 
employed in carrying out programs fi¬ 
nanced under section 303 shall not re¬ 
ceive compensation at a rate which U 
<A> in excess of the average rate of com¬ 
pensation paid in the area where the 
program Is carried out to persons provid¬ 
ing substantially comparable services * 
(B> less than the applicable Federal or 
State minimum wage rate, whichever is 
higher. 

Ui> Some grantees or subgrantees are 
part of long-established private agencies 
which have merit systems and will apply 
these systems to section 303-supported 
employees. In these instances, ail posi¬ 
tions covered under such merit systems 
shall be deemed comparable and no ex¬ 
tensive organizational reviews, position 
analyses, or comparability determina¬ 
tions shall be necessary; provided that 
these employees are filling positions or 
types of positions In existence before the 
agency or institution received a section 
303 grant and that the salary scale has 
not been changed as a result of the grant. 

(ill) Those grantees for which para¬ 
graph <h)<2MU) of this section is not 
applicable, shall establish wage rates for 
each section 303-supported position 
based upon a wage comparability study. 

(3) Salary and toage schedule . Each 
grantee shall maintain an up-to-date 
salary and wage schedule. This schedule 
shall be based upon an up-to-date wag© 
comparability study as described in para¬ 
graph <h) (2) of this section. Each posi¬ 
tion supported by section 303 funds 
shall: (1) be part of a salary and wage 
schedule which assigns a specific salary 
or wage range incorporating periodic in¬ 
creases to each position: 

iii) Be described in a written detailed 
job description identifying Job functions 
and responsibilities; 

(iii) Have specific qualifications re¬ 
quired of each penson to be hired into the 
position; and 

<iv> Be distinguishable from every 
other position by reason of Its responsl- 
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billtles, and Job function*; Positions re¬ 
quiring higher salaries or wages shall in¬ 
clude higher levels of responsibilities 
commensurate with the salary. All such 
materials shall be incorporated Into 
personnel policies, procedures, and prac¬ 
tice manuals. 

(4) Promotion* and salary increases. 
Each grantee shall maintain as part of 
Its personnel policies and procedures and 
practices manual detailed procedures for 
hiring new employees, promoting present 
employees and granting salary Increases. 
Documentation shall be maintained for 
all such personnel actions to substan¬ 
tiate compliance with established proce¬ 
dures for all hires, promotions, and salary 
Increases. Such documentation shall In¬ 
clude identification of the procedures 
used to select new employees or promote 
present employees, and substantiation of 
the concerned individual's eligibility for 
such a personnel action. 

(5) Salaries over $20.000 . No employee 
engaged in carrying out program activi¬ 
ties receiving financial assistance under 
section 303 shall be compensated from 
funds so provided at :* rate in excess of 
$20,000 per year, without approval from 
DOL. An employee subject to the pro¬ 
visions of salary pronitlon In paragraph 
<h)(5> of tills section shall not be com¬ 
pensated from funds so provided at a 
r\te in excess of the prorated share of 
$20,000, without approval from DOL Ex¬ 
ceptions shall be granted by DOL In 
cases where, because of the need for 
specialized or professional skills or pre¬ 
vailing local salary levels, application of 
the foregoing restrictions would greatly 
impair program effectiveness or other¬ 
wise be inconsistent with the purposes 
to be achieved by the program. 

(6) Prorating salaries. In cases where 
an Individual perforins functions under 
several grants, their time shall be pro¬ 
rated among the different grants and the 
portion of the salary cluirged to the sec¬ 
tion 302 grant shall not exceed the per¬ 
centage of time spent performing sec¬ 
tion 303 functions. 

17) Employee benefits. 8hall be estab¬ 
lished in accord with prevailing practice 
in comparable public or private non¬ 
profit agencies. 

(I) Staff complaint procedures. Each 
sponsor and subgrantee shall estab¬ 
lish as part of their written person¬ 
nel policies a stuff complaint procedure 
for resolving any issue arising between 
it and a staff member hired with CETA 
section 303 funds. Such procedures shall 
include an opportunity for an Informal 
hearing, and a prompt determination of 
any issue which cannot be resolved in an 
informal manner. When the sponsor (or 
subgrantce) proposes to take an adverse 
action against a staff member, such pro¬ 
cedures shall require that a written no¬ 
tice be given to that staff member. The 
written notice shall set forth the grounds 
for any adverse actions proposed to be 
taken by the sponsor (or subgrantce) and 
give the staff member an opportunity to 
respond. Pinal determinations made after 
an opportunity to respond shall be so 
identified and provided to the staff mem¬ 
ber in writing. 


§97.263 Nwi-Federal ntjitu* of purtl* i» 

pant*. 

The requirements for this section shall 
be os described in ft 98.28 of this subtitle. 

§ 97.264 Crnnt( < r contract* and *ub- 
granu, 

A grantee funded under section 303 
may enter into contracts or Mibgxnnts 
under the provisions described In I 98.27 
of this subtitle, except that the following 
special provisions shall apply: 

(a) The procurement of contracts 
shall be In conformance with the stand¬ 
ards in § 97.270. 

(b) The requirements for cancellation 
described in 5 98.27(e) of this subtitle for 
programs funded under section 303 shall 
read os follows: 

If a contractor or irobgrautcc docs not com¬ 
ply with any requirement of the Act, the 
regulation* promulgated under the Act, other 
applicable law. the grant agreement, grant 
conditions, or other grant terms or condi¬ 
tion* which the Secretary ha« Issued or ahull 
Kuboequently Iraue during tho period of the 
grant, the grantee shall cancel the contract 
or aubgrant. Cancellations of subgrante are 
major modlflcatlona as described In ft 97221 
and require approval by the Secretary. 

<c> The reference ir ft 98.27(g) of this 
subtitle of the provisions of ft 98.15 and 
ft 98 16 shall read "the provisions of 
(ft 97.265. 97.266, and 97.268.** 

§ 97.263 Adjustment* in payment*- 

The requirements for adjustments in 
payments shall be as described in ft 98 15 
of this Subtitle, except that the follow¬ 
ing special provisions shall apply: 

<a) Tho term "Comprehensive Man¬ 
power Plan" for the purposes of section 
303 shall mean Comprehensive Plan for 
Farmworkers. 

(b) The Secretary may also make ad¬ 
justments in payments as described in 
ft 97.267. The adjustments need not be 
based on a ground set forth in ft 98.15(a) 
of this Subtitle. 

§ 97-266 Termination of a grant. 

The requirements for termination of a 
grant shall be as described in ft 98.16 of 
tills Subtitle, except that the following 
special provisions shall apply: 

Section 98.16(a) shall be superseded os 
follows: If & grantee violates or per¬ 
mits a subgrantce or contractor to vi¬ 
olate the regulations, grant conditions, 
or grant terms or conditions which the 
Secretary has issued or shall subsequent¬ 
ly issue during the period of the grunt, 
Lhc Secretary may terminate Uic grant in 
whole or In part, unless the grantee 
causes such violation to be corrected 
within a period of 30 days after receipt 
of notice specifying the violation. 

§ 97.267 Su*pn»f*ion und drbarmrnl. 

In situations where there is adequate 
evidence that there has been substantial 
mismanagement of program funds under 
the Act. the Secretary may determine 
that a grantee be suspended from con¬ 
sideration for CETA section 303 funds. 
If suspension or debarment is proposed, 
the procedures set forth in the DOL 
Procurement Regulations, 41 CFR Sub- 
part 29-1.6 will be followed. 


§ 97.263 Grant fUfoul procedure*. 

The grant closeout procedures ahal 
be as described in ft 98.17, except that thr 
following special provisions shall apply 

(a) Paragraphs (a), <b). and <c) ol 
5 98.17 of this subsUUe shall apply in 
their entirety, and in addition the fol¬ 
lowing special provisions shall apply: 

cl) Any contracts or subgrants which 
extend beyond the termination date or 
completion of the legal grant period. a* 
permitted by ft 98.27(g) of this subtitle 
slum not exceed six months, unless the 
grantee has been notified of Its sdftctlui^ 
as a potential grantee for the succeeding 
fiscal year. 

(2) The Secretary may make adjust 
ments in payments of tho unexpended 
funds committed under contracts and 
subgrants described In paragraph ta> U > 
of this section at any time between the 
completion or termination date of the* 
grant and the termination date or com¬ 
pletion of the subgrant or contract. 

(b) ft 98 17(d) of tills subtitle shall be 
superseded as follows: Upon closeout, the 
Secretary will insure that: 

(1) Prompt payment is mode to the 
grantee for reimbursement of costs under 
the grant being cloced out 

(2) After the final reports arc received 
a settlement is made for any upward or 
downward adjustments which are made 
to the Federal share of the costs, includ 
ing those described in paragraph <a) *2‘ 
of this section. 

(3) The letter of credit, is cancelled 
unless the grantee is a potential grantee 
for the succeeding fiscal year. 

<4> Final program and fiscal audit 
arc performed os soon as possible after 
the completion or termination doit of 
the grant. 

§ 97.269 Hiinlcnitier and rc1r«l*M*n of 
record*. 

The requirements for the mainte¬ 
nance and retention of records shall be 
as described In ft 98-18 of this subtltt 
except that the following special provi 
is ions shall apply 

(a) The requirement for maintaining 
information on the work history of par¬ 
ticipants shall not apply to participants 
who arc minor children. 

(b) The term "8tatc and local prim* 
sponsors" for the purposes of section 
303 shall mean grantees. 

g 97.270 Program Inrom** and limin 
lion* on program expenditure*. 

(a) Program Income. Section 98.19 ol 
this title prescribes the requirements re¬ 
lating to program income uppUcable to 
public grants and subgrantees. The re¬ 
quirements for private grantees and 
subgrantce* shall be as follows: 

(1) Private organizations shall be 
required to return to tlic Federal Gov¬ 
ernment interest earned on advances ol 
grant-in-aid funds. Interest income shall 
be returned to the Secretary within 30 
days after the end of each grant quarte r. 

(2) Proceeds from the sale of real and 
personal property, cither provided by the 
Federal Government or purchased m 
whole or in part with Federal fund* 
and royalties received from copyright* 
and patents during the grant period 
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shall be handled in accordance with 
prant conditions the Secretary has is¬ 
sued or shall subsequently issue during 
the period of the grant. 

(3 > Program income earned during the 
grant period which has been included in 
tlie Comprehensive Plan for Farmwork¬ 
ers shall be retained by the grantee and. 
in accordance with the grant agreement, 
shall be added to funds committed to the 
project and be used to further program 
objectives. Expenditures of program in¬ 
come shall be subject to the provisions 
of this part. Further, program income 
shall be expended according to the pro¬ 
visions of the Title of the Act under 
which the income was generated. All 
other program Income earned by the 
grantee shall be returned to the Federal 
Government. except as provided by grant 
conditions the Secretary has issued or 
shall subsequently issue during the pe¬ 
riod of the grant 

<4> The grantee shall record the re¬ 
ceipt and expenditure of revenues as a 
part of grant project transactions. 

tb» Limitations on program expendi¬ 
tures. Program expenditures shall not be 
made prior to the effective date of the 
grant period as set forth in the grant 
agreement or as subsequently modified 
by DOL. Expenditures made before such 
date shall be disallowed unless approved 
by the Secretary in advance. If the 
grantee incurs expenditures in excess of 
the total amount of the approved pro¬ 
gram. the amount of the overexi>ondi- 
ture shall be absorbed by the grantee 
from nonsection 303 funds. 

§ 9*.271 Procurement AliiiuluriU. 

<a> The standards to be used for the 
procurement of supplies, equipment, and 
other materials and services by State and 
local governments with Federal grunt 
funds shall be those described in $ 98.20 
of this subtitle. 

<b> The standards to be used for Uie 
procurement of supplies, equipment, and 
other materials and services by private 
grantees and sub grantees shall be those 
described in the Federal Procurement 
Regulations, the Property Handbook for 
MA Contractors Issued by the Depart¬ 
ment, and 41 CFR 1-5.2 or 41 CFR 
1-15.3. On-the-job training contracts are 
not subject to sole source approval re¬ 
quirements an<t the procurement of sub- 
grants Is exempt from procurement re¬ 
quirements. When on-the-job training 
contracts are made, the grantees shall 
to be provided, and such record shall be 
available to the Secretary upon request. 
The foregoing standards are prescribed 
to assure that such materials and serv¬ 
ices are obtained in compliance with the 
provisions of applicable Federal laws and 
Executive Orders. 

The definitions of subgrant and 
contract described in 5 98 20«a)(l> and 
<a><2> of this subtitle shall also be ap¬ 
plicable to grantees which are non¬ 
governmental organizations. 

*d> Sponsors shall obtain prior ap¬ 
proval from the Secretary for all pur¬ 
chases of nonexpendable property as de¬ 
fined in the Property Handbook for MA 
Contractors. 


§ 97.272 l.ul><»r *tundurd*. 

All laborers are mechanics employed 
by contractors or subcontractors in the 
construction, alteration or repair, in¬ 
cluding painting and decorating, or proj¬ 
ects, buildings, and works which are fed¬ 
erally assisted under a grant shall be 
paid wages at rates not less than those 
prevailing on similar construction In the 
locality, as determined by the Secretary 
of Labor in accordance with the Davis- 
Bacon Act as amended <40 U.S.C. 
276a~5>. 

8 97.273 Allot* imicca and rrimiitir»«*mrnt* 
fiw ho.ird and »dvi*ort council mem 
ber*. 

<a> General. A reasonable allowance 
to members who attend meetings of any 
board, council, or committee, and reim¬ 
bursement of actual expenses connected 
with those meetings are allowable costs; 
but grant funds shall not be used to pay 
such allowances to any individual who 
is a Federal. State, or local government 
employee, or to an employee of a grantee 
or subxrantee. 

<b> Allowances. Any person who is a 
member of a private nonprofit grantee or 
subgrantee policymaking body or of a 
public agency grantee or subgrantec 
farmworker advisory council is eligible 
to be paid an allowance; provided (1> 
such person’s family income falls within 
OMB Poverty Guidelines and <2> the 
person is not a Federal employee, an 
employee of a DOL-assisted organiza¬ 
tion. or an employee of a State or local 
public agency. Allowances shall not ex¬ 
reed five dollars per meeting, unless the 
grantee’s chief elected official or govern¬ 
ing board determines a higher payment 
more suitable. Allowances in excess of 
five dollars shall be approved in advance 
by DOU No person shall be paid an al¬ 
lowance by any one DOL-ass is ted orga¬ 
nization for attendance at more than 
two meetings per month, regardless of 
whether the meetings are for the same 
or different policymaking bodies. 

Reimbursements. <1> Any person, 
whose family income falls within OMB 
Poverty Guidelines and who is a member 
of a private nonprofit grantee or sub- 
grantee policymaking body or of a public 
agency grantee or subgrantee farm¬ 
worker advisory council shall be eligible 
for reimbursement of actual expenses, 
including actual wages lost up to $18 a 
day. Receiving an allowance shall not 
preclude receiving reimbursement for ac¬ 
tual expenses incurred in attending that 
meeting. 

(2» Where the community served by 
the program covers a large geographic 
area, as In the case of a multi-county 
or a statewide grantee, reimbursements 
may also be made to those nonpoor mem¬ 
bers of a policymaking body who must 
travel a substantial distance from their 
home to attend meetings within the com¬ 
munity. The grantees principal repre¬ 
sentative board shall determine what 
constitutes a “substantial distance’* in its 
community. 

(3) Persons may be reimbursed no 
more than two meetings per month. A 
grantee desiring to make reimbursement 


to an individual for more than two 
monthly meetings shall obtain the prior 
approval of DOL. 

(4) The grantee shall define which ex¬ 
penses may be reimbursed, whether in¬ 
curred as the result of actual attendance 
at meetings or in the performance of 
other official duties and responsibilities 
in connection with the program, and 
shall establish procedures for the reim¬ 
bursement of such expenses. The grantee 
shall obtain the approval of the Secre¬ 
tary for such definitions and procedures 
prior to reimbursing any individuals un¬ 
der the provisions of paragraphs <c> <1» 
und *2> of this section. 

<d> Administrative cost: Allowances 
and reimbursement as described in para¬ 
graphs <a>. (b». and (c) of this section 
shall be charged to the cost category 
“Administration”. Allowances and reim¬ 
bursement cost for governing Boards and 
Advisory council should be prorated as 
administrative costs among all of the 
grants, from whatever source, adminis¬ 
tered by the grantee. 

Assessment and Evaluation 
$ 97.280 V»*e%«mrn! an<l evaluation. 

Assessment and evaluation of section 
303 programs shall be conducted in ac¬ 
cordance with » 98 30 through $ 98.33 of 
this subtitle. Moreover, the Secretary of 
Labor shall obtain the approval of the 
Secretary of Health. Education, and Wel¬ 
fare with respect to direct arrangements 
by tlie Secretary of Labor for tlie provi¬ 
sion of basic education and vocational 
training. This approval shall focus on the 
legality and quality of such service ar¬ 
rangements as well as the relationships 
of such services to those being delivered 
under other applicable laws for which the 
Secretary of Health, Education, and Wel¬ 
fare is responsible (section 306 of the 
Act*. 

Administrative Review 
8 97.2'XI Purpose and policy. 

Sections 97.290 through 97.292 set 
forth the procedures established by tlie 
Secretary for <a> the receipt, investiga¬ 
tion. and determination of formal allega¬ 
tions of denial of services by a grantee or 
subgrantee to participants in a section 
303 program or to any individual who 
may have been eligible for services under 
section 303; aud (b) the review of Peti¬ 
tions for Reconsideration arising out of 
the procedures for determining potential 
grantees for allocable funds 

S 97.291. Procedure for complain!* bv 
eligible individuaL and progrum par- 
tiripant*. 

(a) Grantee administrative remedies. 
An individual denied services who may 
have been eligible, or an aggrieved par¬ 
ticipant in a program under section 303 
must exhaust the administrative reme¬ 
dies established by the grantee for re¬ 
solving matters in dispute prior to utiliz¬ 
ing the procedures under this section 
An individual denied service who may 
have otherwise been eligible or an ag¬ 
grieved participant may Initiate an ac¬ 
tion under this review procedure within 
30 days of any final decision by a grantee. 
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The filing of ft formal complaint under 
this section shall not be automatically 
act as a stay of the decision rendered by 
the grantee, but such decision may be 
stayed at the discretion of the Secretary. 

<b) Complaints: Filing of formal alle¬ 
gations; dismissal; form; contents of for¬ 
mal allegations, amendments; investiga¬ 
tions. Procedures for complaints filed 
pursuant to this section shall be as pro¬ 
vided in 1 98.42 through I 98.45 of this 
subtitle except that all formal allegations 
shall be filed with the Secretary and the 
term “Comprehensive Manpower Plan” 
for the .purpose of section 303 shall mean 
Comprehensive Plan for Farmworkers. 

g 97.292 Procedure fur complaint* aris¬ 
ing from the *rlrclicm of potential 
grantee*. 

(a) Administrative remedies . Potential 
grantees shall be determined according 
to the procedures described in l 97.213 
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through $97,215. An applicant which 
wishes to object formally to its non- 
selection as a potential grantee, after 
consideration by the Secretary as pro¬ 
vided In 5 97.214. may flic a Petition for 
Reconsideration with the National Of¬ 
fice within 14 days of the notification of 
the Department's decision not to award 
a grant. Reconsideration under this sec¬ 
tion will not be given to objections by 
potential sponsors regarding the subjects 
of negotiation listed in 97.217. 

(b) Petition for Reconsideration A 
petition for Reconsideration shall be a 
written statement by a responsible offi¬ 
cial of the complainant requesting a re¬ 
view of the nonsclectlon and may enu¬ 
merate the factors which the applicant 
asserts should be reviewed in recon¬ 
sidering its Funding Request, but such 
enumeration is not required. 

<c) Reconsideration . (1) Upon receipt 
of the Petition for Reconsideration, the 




Secretary shall, within 14 days, make one 
of the following determinations: 

if) That the organization be desig¬ 
nated a potential grantee. 

Hi) That the Granting Officer s de¬ 
cision be sustained. 

i2) The representative of the Secre¬ 
tary responsible for resolution of the 
Petition for Reconsideration shall be an 
official of the Employment and Training 
Administration not directly involved in 
the original determination. The deter¬ 
mination described in paragraph 
of this section shall be final. 

Signed at Washington. D.C., this 4th 
day of January 1977. 

William H. Kohlbrrc. 

Assistant Secretary for 
Employment and Training. 

|FR Doc. 77-802 FUed 1-8-77:8:45 ami 
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NOTICES 


DEPARTMENT OF LABOR 


Employment Standards Administration 


MINIMUM WAGES ^OR FEOERAL.AND 
FEDERALLY ASSISTED CONSTRUCTION 


General Wage Determination Decisions 

General Wage Determination Deci¬ 
sions of the Secretary of Labor specify. In 
accordance with applicable law and on 
the basis of Information available to the 
Department of Labor from its study of 
local wage conditions and from other 
sources, the basic hourly' wage rates and 
fringe benefit payments which are de¬ 
termined to be prevailing for the de¬ 
scribed classes of laborers and mechanics 
employed in construction activity of the 
character and in the localities specified 
therein. 

The determinations in these decisions 
of such prevailing rates and fringe bene¬ 
fits have been made by authority of the 
Secretary of labor pursuant to the provi¬ 
sions of the Davis-Bacon Act of March 
3 , 1931, as amended <46 Stat. 1494, as 
amended. 40 U.S.C. 276a) and of other 
Federal statutes referred to in 29 CFR 1.1 
(including the statutes listed at 36 FR 
306 following Secretary of Labor’s Order 
No. 24-70) containing provisions for the 
payment of wages which arc dependent 
upon determinations by the Secretary 
of Labor under the Davis-Bacon Act; and 
pursuant to the provisions of Part 1 of 
Subtitle A of Title 29 of Code of Fed¬ 
eral Regulations, Procedure for Prede¬ 
termination of Wage Rates, <37 FR 
21138) and of Secretary of Labor s Or¬ 
ders, 12-71 and 15-71 <36 FR 8755, 8756). 
The prevailing rates and fringe benefits 
determined in these decisions shall. In ac¬ 
cordance with the provisions of the fore¬ 
going statutes, constitute the minimum 
wages payable on Federal and federally 
assisted construction projects to laborers 
and mechanics of the specified classes en¬ 
gaged on contract work of the character 
raid in the localities described therein. 

Good cause is hereby found for not 
utilizing notice and public procedure 
thereon prior to the issuance of these de¬ 
terminations as prescribed In 6 U.8.C. 
553 and not providing for delay in effec¬ 
tive date as prescribed in that section, 
because the necessity to issue construc¬ 
tion industry wage determination fre¬ 
quently and in large volume causes pro¬ 
cedures to be impractical and contrary 
to the public Interest. 


General Wage Determination Deci¬ 
sions are effective from their date of pub¬ 
lication in the Federal Register without 
limitation as to time and are to be used 
in accordance with the provisions of 29 
CFR Parts 1 and 5. Accordingly, the ap¬ 
plicable decision together with any modi¬ 
fications Issued subsequent to its publica¬ 
tion date shall be made a part of every 
contract for performance of the de¬ 
scribed work within the geographic area 
indicated as required by an appli cable 
Federal prevailing wage law and 29 CFR. 
Part 5. The wage rates contained therein 
shall be the minimum paid under such 
contract by contractors and subcontrac¬ 
tors on the work. 

Modifications and Supersedeas Deci¬ 
sions to General Wage Determination 

Decisions 

Modifications and Supersedeas Deci¬ 
sions to General Wage Determination 
Decisions are based upon information ob¬ 
tained concerning changes In prevailing 
hourly wage rates and fringe benefit pay¬ 
ments since the decisions were Issued. 

The determinations of prevailing rates 
and fringe benefits made In the Modifica¬ 
tions and Supersedeas Decisions have 
been made by authority of the Secretary 
of Labor pursuant to the provisions of the 
Davis-Bacon Act of March 3, 1931. as 
amended (46 Stat. 1494. as amended, 40 
U.S.C. 276a) and of other Federal stat¬ 
utes referred to In 29 CFR 1.1 (including 
the statutes listed at 36 FR 306 follow¬ 
ing Secretary of Labor's Order No. 24- 
70) containing provisions for the pay¬ 
ment of wages which are dependent upon 
determination by the Secretary of Labor 
under the Davis-Bacon Act; and pur¬ 
suant to the provisions of Part 1 of Sub¬ 
title A of Title 29 of Code of Federal 
Regulations, Procedure for Predetermi¬ 
nation of Wage Rates, <37 FR 21138) and 
of Secretary of Labor's Orders 13-71 and 
15-71 1 36 FR 8755, 8756). The prevailing 
rates and fringe benefits determined in 
foregoing General Wage Determination 
Decisions, as hereby modified, and/or 
superseded shall, in accordance with the 
provisions of the foregoing statutes, con¬ 
stitute the minimum wages payable on 
Federal and federally assisted construc¬ 
tion projects to laborers and mechanics 
of the specified classes engaged In con¬ 
tract w'ork of the character and in the 
localities described therein. 

Modifications and Supersedeas Deci¬ 
sions arc effective from their date of pub¬ 


lication in the Federal Register without 
limitation as to time and are to be used 
in accordance with the provisions of 29 
CFR Parts land 5. 

Any person, organization, or govern¬ 
mental agency having an interest in the 
wages determined as prevailing is en¬ 
couraged to submit wage rate inform a 
tion for consideration by the Depart¬ 
ment. Further information and self-ex¬ 
planatory forms for the purpose of sub¬ 
mitting this data may be obtained by 
writing to the U.S. Department of Labor 
Employment Standards Administration 
Office of Special Wage Standards. Divi¬ 
sion of Wage Determinations. Washing¬ 
ton, D.C. 20210. The cause for not utiliz¬ 
ing the rule-making procedures pre¬ 
scribed in 5 U.S.C. 553 has been set forth 
in the original General Wage Determi¬ 
nation Decision. 

Modifications to General Wage 
Determination Decisions 

The numbers of the decisions beins 
modified and their dates of publication 
in the Federal Register are listed with 
each 8tate. 


Illinois: 

IL76-2121 . Oct. 1. 1976. 

IL76-2U5 _ Dec. 3. 1976 

Louisian*: 

LA76-4187 .-. Nov. 19. 1976 

Michigan: 

MI76-2139; MI76-3140_ Do 

Minnesota: . 

MN 7 6-2056. May 14. 1976 

Utah: 

UT76-6097 . Nov 5. 1976. 


Supersede as Decisions to General 
Wage Determination Decisions 

The numbers of the decisions being 
superseded and their dates of publica¬ 
tion in the Federal Register are listed 
with each 8tate. 

Supersedeas Decision numbers arc in 
parentheses following the numbers of 
the decisions being superseded. 

Kentucky: 

KY76-1103 (KY77-1002) — Sept, 17, 1976 

Nebraska: 

NE76-4076 (NE77-4O01) .. Apr. 30. 1976. 

Tennessee: 

TN76-1001 (TN77-1001 ) -- Jan. 6 . 1976 

Signed at Washington, DC., this 30th 
day of December 1976. 

Ray J. Dolan, 
Assistant Administrator , 
Wage and Hour Division. 
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NOTICES 


Index to General Wage Determination De¬ 
cisions and Modifications as of Decem¬ 
ber 3, 1976 

There is set forth below an index to 
general wage determination decisions 
and modifications as published in the 
Pcdxral Register pursuant to the Davis- 
Bacon and related Acts. The index lists 
general wage determination decisions 
and modifications by State and County 
An updated index is published on the 
first Friday of each month. 

The index is published for the con¬ 
venience of the public and the Depart¬ 
ment of Labor will endeavor to keep it 
accurate and up to date. In the event 
the data in the index and published gen¬ 
eral decisions do not coincide, the pub¬ 
lished general decisions shall control. 
ABBREVIATIONS 

(B)—Building Construction 
(D)— Dredging 

(F) —Flood Control Construction 
(H)—Heavy Construction 
(Hw)—Highway Construction. 

(R)—Residential Construction. 

Mod — Modiftc&t ion. 

(HE)—Heavy Engineering 
(LE)—Light Engineering. 

(U)—Utility. 

(W&S)—Water and Sewer 

Signed at Washington. D C, this 30th 
day of December 1976. 

Ray J. Dolan, 
Assistant Administrator, 
Wage and Hour Division. 
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PROPOSED RULES 


DEPARTMENT OF LABOR 

Occupational Safety and Health 
Administration 

[ 29 CFR Part 1910] 

(Dockot OJ 

MACHINERY AND MACHINE GUARDING 

Request for Information and Notice of 
Public Meeetings 

• The purpose of this notice is to so¬ 
licit comments and information on ap¬ 
proaches to revising 29 CFR Part 1910, 
Subpart O. “Machinery and Machine 
Guarding.” of the OSHA General Indus¬ 
try Standards. This notice docs not re¬ 
flect a decision by OSHA to revise Sub¬ 
part O in any particular manner. It is a 
preliminary inquiry as to the merits of 
various approaches to revising Subi>art O. 
OSHA believes that this public notice and 
solicitation of comments is the best way 
to generate informed and useful com¬ 
ments.* 

The Need for Revision 

Under section 6<a> of the Occupational 
Safety and Health Act of 1970. OSHA 
wras required to adopt existing national 
consensus standards and established 
Federal standards unless it determined 
that a particular standard would not im¬ 
prove safety and health in the workplace. 
Five months after the Act was passed. 
OSHA adopted a large group of the 
standards as mandatory standards under 
the Act Because OSHA recognizes the 
need for obtaining data for use In revis¬ 
ing these standards, on April 23. 1976. it 
published a request for information in 
the Federal Register calling for com¬ 
ment on approximately fifteen percent 
of its safety standards <41 FR 17100). 

OSHA specifically requested comments 
on six general Issues which had been sug¬ 
gested as problem areas or deficiencies of 
the current safety standards. The six 
areas of concern were: 

1. How to simplify and clarify the 
standards. 

2. Which standards are not relevant to 
employee safety. 

3 Whether there are gaps In the cover¬ 
age of the standards wrhich should be 
closed. 

4. Whether performance criteria are 
more useful than design .specifications 

5. Whether standards developed by 
consensus organizations should be incor¬ 
porated by reference in the OSHA stand¬ 
ards. 

6. Whnt methods of achieving safety 
should be developed, in the face of rapid 
advances in technology and the creation 
of new hazards. 

This notice addresses issues particular 
to Subpart O of the safety standards. 
Subpart O w^as derived almost entirely 
from seven American National Standards 
Institute <”ANSr*> machinery standards. 
8oction 1910.212. “General requirements 
for all machines” was based on the exist¬ 
ing Federal standards issued under the 
Walsh-Hcalcy Act. These ANSI stand¬ 
ards cover only seven machinery groups 
so that many machines have been regu¬ 
lated solely by the provisions of ft 1910.212 
requiring generally that machines shall 


be guarded to protect the operator and 
other employees in the machine area 
from hazards. For example, printing 
presses, rolling mills, and saws cutting 
either metal or plastic are covered only 
by ft 1910.212. Moreover, certain other 
machinery, such as cranes and air com¬ 
pressors, are covered by other subparts. 

The President s Task Force on Revision 
of the OSHA Safety Regulations 

On May 7, 1976. the President estab¬ 
lished a series of task forces to work 
In close conjunction with selected agen¬ 
cies of the Executive Branch In improv¬ 
ing and simplifying their regulations. 
OSHA was one of the agencies. The 
mandate of the OSHA Task Force in¬ 
cluded preparation of the materials for 
eliciting public comment on the stand¬ 
ards of Subpart O (Machinery and Ma¬ 
chine Guarding) and development of a 
suggested new approach for OSHA 
safety standards using Subpart O as a 
prototype. 

The Co-chairmen of the Task Force 
were Philip J. Harter. Senior Staff At¬ 
torney of the Administrative Conference 
of the United States and Joseph L. Kirk. 
Director of the Policy Analysis Staff of 
the Occupational Safety and Health 
Administration. Anson Keller. Special 
Assistant to the Assistant Secretary for 
OSHA. was the operating director. The 
Tnsk Force was comprised of govern¬ 
ment employees, selected by the Co- 
chairmen. who were loaned by their em¬ 
ploying agencies to the Committee on 
Regulatory Improvement of the Secre¬ 
tary of Labor. Full-time members in¬ 
cluded safety engineers, lawyers experi¬ 
enced in drafting regulations, and policy 
analysts: 

Paul Roller. Deputy Director. Bureau of 
Hearing Cou&koI. Federal Marl time Com¬ 
mission', 

Richard Greene. Office of Oeneral Counsel 
Federal Energy Ad m in 1st ration; 

Judith OoMutcln. Omro of General Counsel 
Pension Benefit Guam nice Corporation; 
Mary;arct Week©*. Office of General Counsel. 

Department of the Treaaury; 

Lawrence Brill. Office of General Counsel. 

Department of Commerce; 

Catesby Jones, Director of Safety, Naval Sea 
System Command. Department of the 
Navy; 

Clanuico Campbell Safety Manager. Rock 
Island Arsenal, Department of the Army: 
Co rale© Kuhn, Regulatory Policy Analyst. 

National Bureau of Standards: 

Ruth Day. Regulatory Specialist. Office of 
Administrative Law Judge*. Food and Drug 
Administration: 

Diane Menefce. Paralegal Specialist. Office 
of Commissioner Robtnson. Federal Com¬ 
munication*. Commission: 

Oary Ocffert. Legal Publications Specialist, 
Federal Register. 

In addition, two members of the OSHA 
safety staff served part-time, and the 
Task Force called upon a wide variety 
of safety experts from the Department 
of Defense and its safety schools. 

The Task Force operated independ¬ 
ently of the Deportment of Labor but 
reported progress monthly through the 
Committee on Regulatory Improvement. 
The Task Force began work on July 1. 
1976. and ended its activities on Decem¬ 
ber 27, 1976. The Task Force made a 


comprehensive review of Subpart O. 
which Included: all the relevant deci¬ 
sions of the Occupational Safety ami 
Health Review Commission: all petitions 
and variances and OSHA’8 response, to 
them; all relevant correspondence with 
OSHA; views of OSHA safety staff and 
field compliance staff, and ull relevant 
consensus standards (as well as con¬ 
sultation with the committee members 
and the officers of the American National 
Standards Institute which developed 
most of those standards). The T^k 
Force also read widely in the field of 
industrial safety from a bibliography 
prepared by the Library of CongrefsS. 

The Task Force developed the ap¬ 
proach which is the subject of this no¬ 
tice. The Task Force believes such an 
approach will improve safety In the 
workplace while permitting necessary 
flexibility in meeting the obligations it 
imposes. The Task Force also believes its 
approach can undoubtedly bo refined 
through robust comments. 

In addition, the Task Force prepared 
a document comparing the current 
standards in Subpart O with the ANSI 
revisions of the standards on which tire 
OSHA regulations are based and indicat¬ 
ing key Issues which should be addressed 
in revising the standards. The Tc^k 
Force believes such nn approach w f ou!d 
substantially help the public focus on 
the important issues and would provide 
OSHA with necessary commentary and 
information to propose revisions. The 
Task Force presented that material to 
OSHA in September, and OSHA. with 
modifications, presents this document in 
the accompanying notice, published to¬ 
day at FR Doc. 77-101. 42 Ell 1806 

The Task Force approach was reviewed 
In detail by the policy and standards 
subgroups of the National Advisory Com - 
mittee on Occupational Safety and 
Health rNACOSH”) on October 7 and 
November 4 and by NACOSH itself on 
November 18. NACOSH recommended 
that OSHA publish the approach in an 
advance notice of proposed rulemakiM?. 
but requested that OSHA first investi¬ 
gate the litigation Implications of the 
approach. This Issue is discussed below 
OSHA agrees that publication of the 
approach developed by the Task Force is 
a desirable way to solicit specific com¬ 
ments and Information on the revision 
of Subpart O during the period when 
OSHA is searching for methodology ap¬ 
propriate to revision of consensus safety 
standards. The Task Force recommenda¬ 
tions represent one possible approach to 
the revision process. 

The Task Force Approach 

The approach developed by the Task 
Force has three ports: genera) perform¬ 
ance/hazard obligations, an illustrated 
guide on machine guarding, and a reg¬ 
ulatory guide containing specification 
provisions. 

The section on general obligation* 
(ft 1910.213 > enumerates the hazards 
which are associated with the use of 
machinery and requires each employer 
to use one of several specific methods of 
safeguarding to protect employees from 
Injury caused by any of the hazards. The 
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illustrated guide to machine guarding 

Appendix A) contains principles and 
techniques on general approaches that 
an employer could consult for guidance. 
The regulatory guide (Appendix B> con¬ 
tains more detailed specification provi¬ 
sions which may be applicable to partic¬ 
ular machines and machine groups. 

Because certain situations and ma¬ 
chines are extraordinarily dangerous, the 
approach contains 9 1910 217 which im¬ 
poses mandatory specification standard* 
In these instances, the employer would 
not be free to select a method of safe¬ 
guarding. but instead would have to ad¬ 
here to any specification requirements 
set forth In the suggested f 1910.217. Be¬ 
cause of the relatively narrow scope of 
these specification provisions, compliance 
with them would not automatically In¬ 
sure compliance with the broader re¬ 
tirements of suggested 9 1910.213 as to 
that machine. The employer would have 
to take additional steps to insure that 
those portions of his operation not cov¬ 
ered by the special rules meet suggested 
f 1910.213. It is anticipated that. If the 
approach is adopted, certain require¬ 
ments pertaining to mechanical powder 
presses would be Included in 9 1910.217. 

The general performance, hazard 
obligations are set forth in several sec¬ 
tions. Section 1910.211 defines the pur¬ 
pose and scope, while 9 1910.212 lists 
relevant definitions. 

Section 1910.213 defines the employer's 
duty in terms of protecting against 
identified hazards associated with the 
machinery covered by Subpart O. It re¬ 
quires the employer to install, safeguard, 
operate and maintain all machinery so as 
to avoid injury or death from the hazards 
listed in 9 1910.214. These hazards are 
moving parts, flying material, falling 
material and Inherently hazardous mate¬ 
rial and must be protected against in 
situations in which exposure would cause 
Immediate rather than eventual harm 
to the individual. 

Section 1910.215 contains a listing and 
description of the various types of guard¬ 
ing. at least one of w r hich the employer 
must use In order to protect against the 
hazards created by his machinery. These 
methods of safeguarding arc: barrier 
suard; shield: interlock: automatic de¬ 
vice: remote control, placement, feeding 
arid ejecting: location: and lockout. 
Paragraph (h> of this section sets forth 
secondary methods of safeguarding 
which may be used alone only when the 
employer can show- that it is Impossible 
to use any of the primary methods. The 
econdary methods are: awareness bar¬ 
rier or device: special hand-feeding tools 
or devices: safety blocks: tag-out; and 
personal protective equipment. 

In order to provide guidance to em¬ 
ployers with respect to how they can 
comply with the requirements of 
11910.213, the regulation contains two 
appendices. Appendix A contains a 
Amplified explanation of the basic prin¬ 
ciples of guarding, with Illustrations of 
prions types of safeguarding devices. 
Additionally, this Appendix identifies 22 
ANSI standards, relevant to machine 
guarding, which have not been reviewed 


or adopted by OSHA. These are pub¬ 
lished solely for Informational purposes, 
and no approval by OSHA of these stand¬ 
ards is Intended by their inclusion In 
this Appendix. 

Appendix B would contain detailed 
specification provisions on the types of 
safeguarding that could be used for vari¬ 
ous machine groups (such as abrasive 
wheels, mills and calenders, or mechani¬ 
cal power presses). It is anticipated that 
Appendix B will contain revisions of the 
existing OSHA standards on machine 
guarding. It is further expected that. If 
the approach set forth herein is adopted 
by OSHA, upon completion of appropri¬ 
ate rulemaking procedures, future Ap¬ 
pendix B material would be based on 
other applicable national consensus 
standards as well os any other material 
that OSHA determines is appropriate, 
such as specification provisions developed 
by OSHA itself. 

Compliance with either or both of the 
appendices would not be required: they 
are intended merely to serve as guide¬ 
lines. However, for employers who de¬ 
sire certainty that they are in compli¬ 
ance with 91910.213, the approach pro¬ 
poses a rule of presumptive compliance. 
As set forth in 9 1910.216. if an employer 
chooses to comply with all of the Ve- 
quirements contained in Appendix B 
relating to a particular machine, he will 
be presumed to be complying with the 
requirements of 9 1910.213. with respect 
to that machine, absent unusual condi¬ 
tions or circumstances in his workplace 
that would require additional or differ¬ 
ent safety practices from those specified 
in Appendix B. This concept of presump¬ 
tive compliance seems appropriate be¬ 
cause OSHA has reviewed and approved 
all of the material in Appendix B. 

It must be stressed that the rule of 
presumptive compliance is only appli¬ 
cable in "ordinary** work situations. Un¬ 
usual circumstances in the employer's 
workplace, such as the use of a machine 
for a purpose other than that for which 
it is generally Intended, may defeat the 
presumption. Under the approach. OSHA 
would then determine whether the ma¬ 
chine complies with 8 1910.213. 

AN EXAMPLE 

Under the suggested approach, an em¬ 
ployer could fulfill his obligations with 
respect to a machine In one of two ways. 
He could decide to follow all the appli¬ 
cable provisions in Appendix B. but he 
would first have to ensure that the ma¬ 
chine is not u«ed in unusual circum¬ 
stances. Or. if the employer elects not 
to follow these provisions or if there are 
none applicable to Ids machine, the em¬ 
ployer must analyze the machine to 
determine If it creates any of the enu¬ 
merated hazards. If it does, then the 
employer must use at least one of the 
acceptable methods of safeguarding to 
protect the employees from the hazards. 

Similarly, when making an inspection 
a compliance officer w*ould assess each 
machine to determine if an employee 
Is exposed to an enumerated hazard. If 
an employee was so exposed and an 
acceptable method of safeguarding was 
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not used or applicable specification pro¬ 
visions were not follow'ed. then the em¬ 
ployer would be In violation of the 
regulation. 

Under the suggested revision of Sub¬ 
port O, OSHA would have the following 
burden of proof in sustaining a con¬ 
tested citation: <1> The presence of an 
enumerated hazard which may cause 
traumatic injury or death; <2> the ab¬ 
sence of any of the listed methods of 
safeguarding or. where guarding is in 
use, Its inadequacy to protect the em¬ 
ployee from the hazard; (3) exposure of 
employees, such as the machine operator 
or other employees who have access to 
the point of hazard. The cited employer 
could, in turn, interpose any of the fol¬ 
lowing defenses: (1) A factual defen.se 
rebutting the Irnzard on the grounds 
that it is de minimis, the adequacy of 
the method of safeguarding used, or 
the lack of exposure of employees: (2) 
compliance with all applicable provisions 
in Appendix B thereby creating a pre¬ 
sumption of compliance and shifting 
the burden of proving unusual circum¬ 
stances necessitating additional guard¬ 
ing to the Secretary; <3* compliance 
with all of the primary methods of safe¬ 
guarding is impossible and that an ap¬ 
propriate secondary method is in use. 

Issues Raised bv the Task Force 
Approach 

BREADTH Of COVERAGE 

Currently, some have suggested that, 
because Subpart O does not explicitly 
state the extent of its coverage, there is 
some confusion as to which standards 
apply to particular machines. The ap¬ 
proach makes explicit that it imposes a 
consistent performance-type standard 
which applies uniformly to all machines, 
regardless of function, unless they are 
specifically exempted from it. 

OSHA solicits comment on whether 
this broad coverage would clarify the 
obligations, and whether there are addi¬ 
tional machines or machine types which 
should be exempted because, for ex¬ 
ample. they are covered by other OSHA 
standards or the hazards presented are 
different from those enumerated. 

COMBINATION OF PERFORMANCE AND 
SPECIFICATION STANDARDS 

The April 23. 1976 notice pointed out 
that one of the major issues of the revi¬ 
sion process is whether to use "perform¬ 
ance" or "specification" standards. It is 
important to note that there ore no com¬ 
monly agreed to definitions of "perform¬ 
ance" or "specification" standards. 
Rather there is a spectrum of obliga¬ 
tions from the most general (section 
5<a> <1> of the Act—workplace free from 
recognized hazards * to the most specific 
< rivets 5 Inches apart). 

Unlike a design standard which dic¬ 
tates how a machine mast be constructed 
and operated, a performance standard 
states obligations in terms of ultimate 
goals which must be achieved. The em¬ 
ployer is then free to achieve those goals 
through any appropriate means 
A large number of employers appear 
to favor the adoption of a performance 
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approach. These employers argue that 
the specification-type standard is unduly 
rigid, inhibits the development and use 
of new technology, and is often so com¬ 
plicated that many employers and em¬ 
ployees cannot understand the stand¬ 
ards. On the other hand, a significant 
number of employers have expressed 
concern that under a performance 
standard they would lack sufficient guid¬ 
ance to know exactly what they must 
do in order to comply with the regula¬ 
tions. Similarly, some employees have 
suggested that performance standards 
may not adequately inform them about 
what obligations are imposed on their 
concerns. A question has also arisen as 
to the degree to which a performance 
approach might impose greater burdens 
on 08HA compliance officers. The new 
approach embodies a performance stand¬ 
ard. but also provides specific informa¬ 
tion in the appendices to the regulation 
to assist employers and employees in 
understanding how to safeguard in cer¬ 
tain situations. 

The approach sets forth a list of haz¬ 
ards and a list of acceptable safeguard¬ 
ing methods against which compliance 
can be tested: docs a hazard exist, is 
an employee exposed, 1s an appropriate 
method of safeguarding used so that no 
employee Is exposed? Hazards which 
could cause traumatic injury or death 
must be safeguarded. If no hazard is 
present, no safeguarding is necessary. 

OSHA specifically solicits comment as 
to whether the obligations of the ap¬ 
proach are sufficiently clear so that em¬ 
ployers can readily determine what is 
required of them and that employees can 
more easily determine whether a safe 
workplace is being provided. 

DEFINITION or TRAUMATIC INJURY 

Traumatic injury or death is defined 
by the model approach as bodily injury 
or death produced by any physical con¬ 
tact including contact with any ther¬ 
mal. chemical, or other agent capable of 
burning, corroding or otherwise causing 
bodily harm This definition would be 
applicable only to those hazards which 
threaten an employee’s safety, generally 
not to health hazards. 08HA solicits 
specific comments on the need for this 
dixtinctoni and on ways in which the 
definition can be clarified. 

Comments are also invited on whether 
and how to exclude from coverage minor 
or insignificant injuries, and on the con¬ 
sistency of the above definition with 
those used in the OSHA statistical pro¬ 
grams and in the worker's compensation 
program. 

COMPREHENSIVENESS OF LIST OF HAZARDS 

The suggested approach has attempted 
to catalog all of the hazards associated 
with the use of machinery, other than 
electrical hazards (covered under Sub- 
part 8) and those associated with 
hazardous materials (Subpnrt H> and 
toxic and hazardous substances (Subpart 
Z>. Specific suggestions regarding addi¬ 
tions to the list of hazards <| 1910.214* 
and on ways in which the list can be 
improved are solicited. Comments are 
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also invited on how to deal with new or 
unusual hazards. 

COMPREHENSIVENESS OF METHODS OF 
SAFEGUARDING 

The suggested approach has attempted 
to catalog all of the methods of safe¬ 
guarding which effectively protect em¬ 
ployees from hazards. Some are char¬ 
acterized as secondary methods of safe¬ 
guarding, which can be used nlonc only 
if the employer can show that it is im¬ 
possible to use any of the primary 
methods. OSHA solicits comments on the 
clarity of the definitions of the various 
methods <5 1910.215), on whether addi¬ 
tional primary or secondary methods of 
safeguarding should be included, and on 
whether the classification of the methods 
is appropriate. 

Comment is also Invited on the diffi¬ 
culty employers might encounter in 
matching safeguarding methods to haz¬ 
ards. and on whether the ability of on 
employer to use a secondary method 
inhibits his incentive to redesign his 
machine or use another machine in order 
to accomplish the same operation In a 
manner which permits use of a primary 
method of safeguarding. Finally, com¬ 
ment Is invited on the likelihood that en¬ 
tirely new methods of safeguarding, not 
now included on the approved list, would 
be developed and on the problems that 
temporary exclusion of such methods, 
prior to rulemaking, might cause. 

POSSIBLE VARIATIONS Of THE APPROACH 

Two variations of the approach arose 
during the discussions by NACOSH They 
are presented here for public comment. 

VARIATION i 

This variation would require the em¬ 
ployer to comply with all the require¬ 
ments of the suggested approach de¬ 
scribed above and would make manda¬ 
tory compliance with the specification 
standards in Appendix B. Compliance 
under this variation would involve a two¬ 
pronged process. An employer would 
have to comply both with the require¬ 
ments of suggested i 1910.213 and also 
with all applicable specification stand¬ 
ards. In effect, this variation would re¬ 
place the existing I 1910.212 with the 
suggested approach. 

Some have suggested that by requiring 
compliance with specification standards 
and by clarifying the performance stand¬ 
ard. Variation 1 could lead to a higher 
level of workplace safety. Adopting this 
variation would raise the same objec¬ 
tions discussed above with regard to spec¬ 
ification standards. Another difficulty Is 
that, because of the gaps of coverage in 
the specification standards, similar haz¬ 
ards would be subject to different guard¬ 
ing requirements. OSHA solicits com¬ 
ments on the merits of this variation. 

VARIATION 2 

The second variation would use the 
suggested approach including the speci¬ 
fications guidelines (Appendix B) but 
would also include a provision requiring 
an employer to follow the specification 
provision unless he could prove he has 
complied with the general requirements 


of suggested $ 1910.213. Under Variation 
2. OSHA would need only to prove, as 
now with regard to the ipedflcatlon 
standards of II 1910.213 to 1910.219. that 
an employer is not complying with a 
specification provision and that the em¬ 
ployee was exposed to a hazard; and If 
an employer chooses to deviate from an 
applicable specification standard, he 
would have to prove that cither the ma¬ 
chine did not create a hazard or, if it did, 
that the hazard was adequately safe¬ 
guarded. This would be the reverse of the 
burden of proof under the approach tn 
which OSHA would have to prove the ex¬ 
istence of a hazard in the workplace and 
the failure of the employer to adequately 
safeguard the hazard. 

For example, under the approach if a 
citation were issued for failure to pro¬ 
tect against the hazard of flying ma¬ 
terial on an abrasive wheel machine, 
OSHA would have to demonstrate that 
the flying material constituted a hazard 
to employees and that the employer had 
failed to use an effective method of safe¬ 
guarding to protect against this hazard 
On the other hand, under Variation 2. If 
the employer did not follow Appendix B. 
he would be presumed initially not to be 
in compliance with the regulation, and he 
would have to prove cither that no haz¬ 
ard existed from the flying materials or 
that he had utilized an adequate safe¬ 
guard to protect against the hazard 
However, if the employer followed Ap¬ 
pendix B. he would be presumed in com¬ 
pliance and OSHA would have to sustain 
the burden of proving that unusual cir¬ 
cumstances existed in the employer’s 
workplace which made the safeguardin ' 
method Inadequate to protect against 
the hazard. 

A potential advantage of this varia¬ 
tion Is that it may provide for easier 
enforceability by OSHA. However, cur¬ 
rent Subpart O does not contain speci¬ 
fication standards for all types of ma¬ 
chines. Since the burden of proof would 
be shifted only for those relatively 
limited numbers of machines for which 
specification standards exist, under Var¬ 
iation 2, the burden w r ould be the same, 
absent a specification standard, ns that 
under the suggested approach or under 
the current I 1910.212. 

A potential difficulty is that it may 
be difficult to prove the non-exlstcncr 
of a hazard. In addition, this variation 
would tend to stress reliance upon tech¬ 
nical specification standards. 

Issues Regarding Mandatory 
Requirements 

The suggested approach proposer, 
some new* mandatory requirements for 
employers and several others were con¬ 
sidered. These are presented In this sec¬ 
tion to facilitate public comment on 
their usefulness in improving workplace 
safety. Some of these Issues are further 
discussed in the accompanying notice, 
published today at 42 FR 1806. 

training 

The suggested approach would impose 
a requirement that each employee be in¬ 
structed on the hazards created by the 
machines he will be using or their opera- 
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tton and that he be educated on the safe 
use, care and Inspection of those ma¬ 
chines before he begins to operate them 
It further requires that the employee be 
aadequately supervised to ensure the 
safe operation of the machines. 

The suggested approach does not spec¬ 
ify the extent or nature of training or 
supervision which it would require. 
OSHA solicits comment on whether it 
is necessary to make the requirements 
more specific and. if so, what specific 
obligations should be Imposed. 

MAINTENANCE AND INSPECTION 

The suggested approach would impose 
a requirement that machines be in¬ 
spected and maintained to ensure their 
safe operating condition. OSHA requests 
comments on whether It is feasible for 
OSHA to establish the parameters of the 
required inspection and maintenance 
program and what those parameters 
■ hould be; or whether, because of the 
diverse types of machinery covered and 
because of the varying utilisation of ma¬ 
chinery, it is only practicable to require 
that each employer adopt a program 
that Is reasonable in the context of his 
particular operations. OSHA also re¬ 
quests comments on whether a specific 
definition of maintenance should be in¬ 
cluded in the standard, and. if so what 
it should be. 

LOCKOUT AND TAGOUT 

Some have suggested that tagout pro¬ 
cedures are acceptable alternatives to 
lockout procedures and should not 
therefore be classified as a secondary 
method of safeguarding. Others say that 
they are not acceptable at all OSHA re¬ 
quests comments on whether tagout pro¬ 
cedures should be acceptable as a pri¬ 
mary method of safeguarding, and on 
whether tagout procedures provide an 
adequate level of safety to be included 
even as a secondary method. 

RECORDKEEPING 

Some have suggested that the Task 
Force approach should require records of 
maintenance and inspection activity to 
be kept. They believe that the mere act 
of recordkeeping will focus attention on 
Uie need for these activities, which will in 
turn improve workplace safety. Others 
have suggested that recordkeeping would 
impose an unnecessary and substantia] 
burden. OSHA requests comments on the 
effectiveness, burden, and retention pe¬ 
riod of such a recordkeeping require¬ 
ment. 

MACHINE CONTROLS 

Some have suggested the inclusion of 
a separate section on machine controls 
which would require that controls: Be 
clearly marked as to function, be de¬ 
signed for operation without exposing on 
employee to a hazard, and be designed 
to prevent inadvertent operation. Others 
are of the view that all of these require¬ 
ments are encompassed within the cur¬ 
rent language of the model approach in 
oU those instances where an employee 
would be exposed to a hazard caused by 
deficient machine controls. OSHA re¬ 


quests comment on whether a separate 
section containing detailed machine con¬ 
trol requirements is necessary or whether 
it is clear that such requirements arc 
imposed by the suggested approach. 

SPECIAL RULES 

The suggested approach contains a 
$ 1910.217 which would impose manda¬ 
tory specification standards which must 
be followed. These mandatory standards 
would be imposed only for those ma¬ 
chines or machine operations which are 
particularly dangerous, when little dis¬ 
cretion as to how to safeguard the haz¬ 
ard can be provided. OSHA invites com¬ 
ments on what types of machines and 
machine operations should be Included 
in this mandatory section, and what 
criteria should be used to make such 
determinations. 

PUBLIC PARTICIPATION 

As discussed above the purpose of this 
notice is to gather as much relevant data 
and comments as possible from as many 
interested persons as passible. Public 
participation in this information gather¬ 
ing process Is critical to its success. All 
persons concerned with these regula¬ 
tions. including employees w r ho arc pro¬ 
tected by them, employers who must 
comply with them, experts in machine 
guarding, elected representatives and 
members of the public at large, are urged 
to participate in this process. 

You are invited to submit written com¬ 
ments on the Issues raised in this notice 
or on any other aspects of the regula¬ 
tions concerning machine guarding. 
Comments are solicited on the existing 
standards of 8ubpart O. raised in the ac¬ 
companying detailed three-column pres¬ 
entation. as well as on the suggestions, 
comments, and other matters discussed 
in this document. Any additional recom¬ 
mendations pertaining to the subject 
matter of Subpart O are equally wel¬ 
come. and will materially assist OSHA in 
making determinations with respect to a 
possible subsequent proposal. 

These comments should be in the form 
not only of agreement or disagreement 
with the Issues set forth, but should in¬ 
clude alternatives, data (including injury 
data) to support recommendations, rea¬ 
sons and rationale for positions, and 
Issues not raised herein. 

Written comments should be submitted 
on or before April 7. 1977 and should be 
sent to Docket O. Technical Data Center. 
Room N3620, U.S. Department of Labor, 
200 Constitution Ave.. N.W.. Washington. 
D.C. 20210. Written submission should 
clearly identify the standards or sections 
addressed and the position taken. The 
data, view’s, and Information submitted 
will be available for public Inspection 
and copying at the above address. 

Everyone Interested in commenting, 
employees, employers, manufacturers, 
and others with data, are urged to sub¬ 
mit their comments and information in 
writing. In addition to this request for 
written submissions. OSHA is scheduling 
several public meetings at various loca¬ 
tions around the country’ to afford the 


public the widest possible opportunity 
to submit their data and views. The 
meetings will be held on the dates and 
at the locations listed below: 

Date*; March 1-3. 1077 

Atlanta—Gulf OH Building, Room 185. 1375 
Peachtree Street, N.E. 

Boston—Hilton Hotel, Logan Airport. 

Cleveland—Cleveland Holiday Inn. 1111 
Lalcestdc. 

Dates: March 8-10, 1977: 

Chicago—Sheraton O'Hare, 6810 N. Mann¬ 
heim Road. 

Dallas—Baker Hotel. The Texas Room. 1400 
Commerce Street. 

Denver—S to utter* Denver Inn. 3203 Que¬ 
bec St. 

Dates: March 15-17. 1977: 

Los Angeles—Bllunare Hotel. Roman 
Room. 515 So. Olvle St 

Winston-Salem—Benton Convention Cen¬ 
ter. Conference Rooms Noe. 6 Ac 7, 301 West 
5th St. 

Dates: March 22*24, 1977: 

Kansas City—Philip House. The London 
Room. 12th and Baltimore. 

New York— VS. Department of Labor. 
Room 3560, 35th Floor. 1515 Broadway. 

Seattle—Edgrwaier Inn. 2411 Alaskan Way. 

Each meeting will begin prompty at 10 
a.m., will recess from 12 noon until 2 
pm., and will continue until 5 p.m. Al¬ 
though OSHA has scheduled evening ses¬ 
sions for public meetings of this sort in 
the past, participation in such sessions 
was very’ limited. However. OSHA will 
either extend the evening schedule or 
schedule a separate night meeting, if a 
sufficient number of requests are received 
to warrant such action. The meetings are 
intended as a forum for the public to 
orally submit information concerning is¬ 
sues raised by this notice and any others 
concerning machine guarding. The 
chairperson of each meeting will be a 
representative of the Department of La¬ 
bor designated by the Assistant Secretary 
for Occupational Safety and Health, and 
will have all necessary authority to reg¬ 
ulate the conduct of the meetings. 

In order to reasonably anticipate the 
response at each meeting location. OSHA 
requests that any person wishing to make 
an oral presentation notify OSHA by ad¬ 
vance w’rltten notice. The notice should 
Identify the person and/or organization 
intending to testify, the amount of time 
requested for oral presentation, and the 
subject matter and a brief summary of 
the intended oral presentation, if pos¬ 
sible. Such written notice of a desire to 
make an oral presentation should be sent 
to Docket O. Technical Data Center. 
Room N3620, U.S. Department of Labor, 
200 Constitution Ave.. N.W . Washington. 
D.C. 20210. no later than two weeks be¬ 
fore the scheduled meeting dnte. All per¬ 
sons giving advance notice by mail will 
have time reserved for oral presentation. 
Persons wishing to testify, who have not 
submitted advance notice, ore requested 
to register for each meeting at the place 
and on the day scheduled, from 9 am. 
to 10 am. 

As long as time permits, all persons 
who wish to be heard will be allowed to 
make oral presentations. However, 
should time restraints so require, priority 
will be made for OSHA’s use in resolving 
vance. 
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A written transcript of these meetings 
will be made for OSH As use in resolving 
the various Issues raised by these pro¬ 
ceedings Copies of the transcripts will be 
available for inspection at the Technical 
Data Center. U.S. Department of Labor. 
Room N3620, 200 Constitution Avenue. 
N.W.. Washington. D.C. 20210. 

Following completion of the meetings 
and expiration of the comment period. 
OSHA will review all the Information, ar¬ 
guments. views, and data collected as 
well as any other relevant data- If appro¬ 
priate. OSHA will develop a proposal to 
amend the existing standards and will 
initiate rulemaking proceedings under 
section 6(b> of the Act. In the event that 
a new proposal is issued, all the Informa¬ 
tion gathered will become part of the 
public record in that proceeding. 

Signed at Washington. D.C., this 27th 
day of December 1976 

Morton Corn. 

Assistant Secretary of Labor. 

PART 1910 —MACHINERY AND MACHINE 
GUARDING 

Subpart O—Machinery and Machine 
Safeguarding 
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1910.212 Definitions. 

1910.213 Oenentf requirements. 

1910.214 Hazards of machines. 

1910.215 Methods of safeguarding the point 

of hazards. 

1910-216 Rules for compliance. 

1910.217 Special rules. 

Appendix A—Principles and Techniques of 
Machine Safeguarding. 

Appendix B—Regulatory guide on specifi¬ 
cation provisions. 

Subpart O—Machinery and Machine 
Safeguarding 

§1910.211 Purpose and scope. 

<a> Purpose. The purpose of this Sub¬ 
part Is to set forth mandatory perform¬ 
ance criteria for protecting against those 
hazards which are associated with opera¬ 
tion of machinery and which may cause 
traumatic injury or death and to pro¬ 
vide methods for safeguarding against 
such hazards. In addition to these man¬ 
datory requirements, certain specifica¬ 
tions and diagrams intended as guide¬ 
lines for compliance are provided in the 
Appendices to this Subpart. 

<b) Scope . «1 > This subpart applies to 
all machinery except as provided in 
paragraph <b) <2> of this section. Exam¬ 
ples of machinery subject to tills Sub¬ 
part are: 

(i) Sawing, boring, artd finishing 
machinery 


Power-driven saw* 
Cooperage machin¬ 
ery 

Milling machines 
Pol Lulling and buf¬ 
fing machines 
Drilling and boring 
machines 


Sanding machines 
Grinding and abra- 
alvo wheel ma¬ 
chines 

Wirebruah ma¬ 
chines 


(ii> Cutting and shaping machinery 

Lathes Tenoning machine* 

Turning machine* Planing machines 

Shapers Routers 

Jointers 


(ill) Machines for 
ing of materials 

Mechanical power 
presses 

Hydraulic presses 

Compactors 

Balers 

Shears 

(iv) Machines l 
tcrials 

Forging hammers 

Presses 

Rollers 

Dio casting machine* 


and cold form- 


Punches 

Pneumatic presses 
Iron workers 
Rxtrudcrs 
Header* 

Rollers 

hot forming ma 


Upsetters 

Extruder* 

Shears 

Molding machines 


(v) Other 

Belts, chains, pulleys, sprockets and similar 
apparatus 

Roller mills and calendars 
Ball mills, crushers, and similar machines 
Rivet setting equipment and similar fasten¬ 
ing machines 

Folding, crimping, scoring, and similar 
machines 

Packaging and canning machines 
Stationary refuse collection equipment 
Sewing, stitching and similar machine* 
Mixers 

(2) Tills Subpart does not apply to the 

following: _ 

(I) Machinery subject to Subparts F, 
M. N. P. Q. and R of this Part; and 
<ii> Vehicular equipment. 


§ 1910.212 Definition*. 

For purposes of this Subpart: m 

“Cutting and shaping machines” 
means any power driven equipment used 
to shape or form materials by means of 
mechanical or electrical cutting. Me¬ 
chanical presses are excluded from this 
definition and are included under 
machines for warm or cold forming 
materials. 

“Hand-feeding tool” means any hand¬ 
held device used to insert, manipulate, or 
remove the workpiece. 

“Machine for warm or cold forming 
material” means any power driven 
equipment used to shape or cut material 
at ambient temperatures of less than 
149' F (65* C) through impact or pres¬ 
sure forces. 

“Machine for hot forming material 
means any equipment used in the proc¬ 
ess of cutting or shaping materials at 
149 F *65“ C) or higher by melting and 
molding or by impact or pressure forces. 

“Point of hazard” means that zone or 
area of or near any machine, machine 
part, or workpiece—including the point 
of operation—which, if entered or con¬ 
tacted by an employee, may subject the 
employee to danger or traumatic injury 
or death. 

Machine motions or actions which are 
commonly recognized as possibly sub¬ 
jecting an employee to such hazards 
Include: 

1. Rotating, reciprocating, and trans¬ 
verse motions; 

2. In-running nip points; 

3. Cutting actions; and 

4. Pressing, punching, shearing, and 
bending actions. 

Machinery at rest which may subject 
an employee to a danger of traumatic in¬ 
jury include the cutting edge of saws or 
shears, hot dies, elevated tools subject 
to release, and pressurized systems. 


“Point of operation” means that point 
where the workpiece is poedtloned. and 
work such as drilling, milling, boring, 
shearing, cutting, punching or grindin; 

Is performed upon the workpiece durlm 
the production process. 

“presence-sensing device” means a de¬ 
vice which creates a sensing field or are 
and initiates action to stop the machine 
when a hand or other body part enters 
the sensing field or area. 

“Sawing. Boring or Finishing Ma¬ 
chine” means any power-driven equip¬ 
ment used to bore, drill, or change the 
shape or size of a piece of wood, plastic , 
metal or other material, or to finish a 
piece of wood, plastic, metal or other 
material by sanding, grinding, buffing or 
similar operations. 

“Traumatic injury or death” means 
bodily Injury or death produced by any 
physical contact. Including contact with 
any thermal, chemical or other agent 
capable of burning, corroding or other¬ 
wise causing bodily harm. 

“Two-hand control” means a machine 
actuating device requiring concurrent 
use of both hands of the operator(s) and 
continued concurrent pressure from both 
hands (or pairs of hands > during that 
part of the machine running cycle in 
which a hazard exists. 

“Two-hand trip” means a machine ac¬ 
tuating device requiring concurrent use 
of both hands of the operator to trip or 
initiate a machine cycle. 

“Workpiece” means the material to be 
processed. 

§1910.213 General requirement 

fa) Protection against hazards. Each 
employer shall Install, safeguard, operate 
and maintain at all times all machinery 
subject to this Subpart in a manner 
which protects all employees from trau¬ 
matic Injury or death resulting from the 
hazards enumerated in f 1910.214. One 
6t more of the methods of safeguarding 
described in 1 1910.215 shall be used to 
protect employees against the hazards 
enumerated in § 1910.214. 

<b) Employee training and supervi¬ 
sion. Each employer shall establish a 
training program for operators, inspec¬ 
tors. and maintenance personnel for the 
purpose of instructing and training them 
in the hazards presented by and the safe 
use. care and inspection of their ma¬ 
chines before they begin operation on a 
machine. Each employer shall also pro¬ 
vide adequate supervision of employees so 
that safe operating, set-up and mainte¬ 
nance procedures are followed. 

<c> Machine inspection. Each employ¬ 
er shall establish a program for the peri¬ 
odic and regular inspection of m ac hin ery 
subject to tills Subpart so that all parts, 
auxiliary equipment, and safeguards arc 
in a safe operating condition. Mainte¬ 
nance or repair, or both, necessary to 
provide a safe operating condition shall 
be performed and completed before the 
machines are operated. 

§ 1910.2 I I Hasard* of machine*. 

The following are hazards which 
must be protected against in accord¬ 
ance with g 1910.213. where physical 
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contact with them may cause traumatic 
injury or death. 

(a) Moving parts —rotating, recipro¬ 
cating. In-running, cutting, punching, 
shearing, sawing, bending, or any other 
moving machine parts, actions, acces¬ 
sories. workpieces, or mechanical power 
transmission apparatus. 

(b> Flying material— flying chips, 
sparks, workpieces, workpiece frag¬ 
ments, or fragments of machine parts 
or accessories, substances in a vacuum 
or under pressure, constraint or tension 
which may be released in an uncon¬ 
trolled way. 

(c) Falling material —elevated work- 
pieces. machine parts or accessories. 

(d) Inherently hazardous material — 
sharp or pointed machine parts or 
workpieces, extremely hot or cold ma¬ 
chine parts or workpieces, or highly re¬ 
active. flammable or caustic workpieces 
or .substances used in machine opera¬ 
tions. 

§ 1910.215 Method* of safeguarding 
the* point of haurd. 

Methods are classified into two 
groups: primary methods (paragraphs 
•a) through <g)>. any of which may 
be used to protect employees against 
hazards, and secondary methods (para¬ 
graph (h)> which may be used alone 
only if it is impossible to use any of the 
primary methods. 

<a> Safeguarding by barrier guard . 
Safeguarding by barrier guard is ac¬ 
complished when the machinery is 
equipped with an enclosure which pre¬ 
vents hands, fingers, or other parts of 
the employee's body from reaching 
through, over, under, or around the en¬ 
closure into the point of hazard. 

(b> Safeguarding by shield. Safe¬ 
guarding by shield is accomplished when 
machinery is equipped with a fixture 
which prevents chips, sparks, coolants, 
lluids, hazardous materials, workpieces, 
workpiece fragments or fragments of 
machine parts or accessories from flying 
out in the direction of the operator or 
other employees. 

<c) Safeguarding by interlock. Safe¬ 
guarding by Interlock is accomplished 
when machinery is equipped with a de¬ 
vice which: 

(1) Prevents or immediately stops all 
motion at the point of hazard whenever 
any employee opens or removes an en¬ 
closure, barrier, or shield or whenever 
Miy part of an employee’s body comes In 
contact with a bar. rod, or wire, or in¬ 
terrupts a photo-electric beam, mag¬ 
netic or electrical field, or a pressure 
sensor or similar presence sensing de¬ 
vice; and 

(2) Prevents the resumption of motion 
at the point of hazard until some delib¬ 
erate action is taken to reset the 
machinery or equipment. 

<d> Safeguarding by automatic device. 
Safeguarding by automatic device is ac¬ 
complished when machinery is equipped 
with a device which, through a system of 
linkages connected to the operating 
mechanism, pushes or pulls an operator, 
or any part of his body, away from a 
point of hazard. 


(e) Safeguarding by remote control, 
placement, feeding, and ejecting. 

(1) Two-hand trip. Safeguarding by 
two-hand trip is accomplished when: 

(i> Concurrent pressure of both hands 
on the actuating device is necessary to 
Initiate or trip the machine: 

01) The actuating device is a sufficient 
distance from the point of hazard to pre¬ 
vent the operator’s hands from entering 
the point of operation while the hazard 
exists; and 

(ill) If more than one employee is ex¬ 
posed to the hazard additional two-hand 
trips are installed so that all employees 
must activate the starting mechanism 
concurrently. 

(2) Two-hand control. Safeguarding 
by two-hand control is accomplished 
when the requirements of paragraph (e> 
(1) of this section are met and the 
machine brake, power disconnect, and/or 
clutch systems are adjusted to stop all 
machine motion if any of the controls 
are released prior to the cessation of the 
hazard and the machine is adjusted to 
prevent resumption of motion until the 
machine has been reset. 

(3) Automatic or semi-automatic feed, 
stripping or removal. Safeguarding by 
automatic or semi-automatic feed, 
stripping, ejection, or removal. Is ac¬ 
complished when the workpiece or mate¬ 
rial Is fed Into the machine by chutes, 
hoppers, conveyors, movable dies, dial 
feed rolls, strippers, or other similar de¬ 
vices, and barrier guards prevent entry 
Into the point of hazard or shields pre¬ 
vent exposure to flying material. 

(f) Safeguarding by loca'ion. Safe¬ 
guarding by location is accomplished 
when any of the following conditions 
exist: 

(1) The machinery is located so as to 
protect against inadvertent contact with 
or entry Into a point of hazard: 

<2> The machinery is located in an en¬ 
closed area and employees are prevented 
from entering or having access to the 
machinery when the machinery is 
operating and the machine controls have 
lockout capability: 

<3) The operator controls the opera¬ 
tion from an enclosure which protects 
against Inadvertent contact with, or 
entry Into, a point of hazard, and the 
machine controls have lockout capability. 
Additional safeguards are required if 
other employees may be exposed to the 
point of hazard. 

(g) Safeguarding by lockout. Safe¬ 
guarding by lockout is accomplished 
when all motion in the point of hazard, 
whether caused by a power source or 
gravity, is physically prevented from re¬ 
starting and any Inherently hazardous 
material is expelled from the point of 
hazard and its further release is physi¬ 
cally prevented. 

(h) Secondary safeguarding . The fol¬ 
lowing safeguards may be used alone 
only when the employer can establish 
that it is impossible to use any of the 
methods of safeguarding set forth in 
paragraphs (a> through (g) of this 
section. 

(1) Secondary safeguarding by aware¬ 
ness barrier or detHce. Safeguarding by 


awareness barrier or device is accom¬ 
plished when machinery is equipped with 
an enclosure or audio or visual device 
that warns an employee that he is ap¬ 
proaching a point of hazard. 

(2) Secondary safeguarding by spe¬ 
cial hand-feeding tools or devices. Safe¬ 
guarding by special hand-feeding tools 
or devices is accomplished when specially 
designed hand-feeding tools for placing 
material into, manipulating, or removing 
material from the point of hazard are 
utilized. 

'3) Secondary safeguarding by safety 
blocks. Safeguarding by the use of safety 
blocks is accomplished when blocks are 
manually or mechanically placed Into 
the point of hazard or prevent machine 
movement. 

(4> Secondary safeguarding by tag 
out. Safeguarding by tag out is accom¬ 
plished when warning tags are placed on 
machine controls clearly Indicating that 
machinery is not to be operated. 

(5) Secondary safeguarding by per¬ 
sonal protective equipment. Safeguard¬ 
ing by persona] protective equipment is 
accomplished when the requirements of 
Subpart I of this Part are complied 
with. 

§ 1910.216 Rule* for romplianrr. 

(a) In order to comply with 9 1910.213 
(a), each employer shall determine the 
appropriate methods of safeguarding 
from 9 1910.215 to use in protecting 
against the hazards listed in 9 1910.214. 
Appendices A and B to this Subpart are 
set forth in order to provide employers 
with guidance in meeting the require¬ 
ments of 11910.213(a). If an employer 
chooses to follow all the applicable spec¬ 
ification provisions contained in Ap¬ 
pendix B. he shall be presumed to be In 
compliance with 11910.213(a). except 
where unusual circumstances or condi¬ 
tions exist in his workplace which require 
additional or more stringent protection 
of employees. 

(b) In addition to the requirements of 
paragraph (a) of this section, the special 
rules of 9 1910.217 are mandatory re- * 
qulrements which must be met by all 
employers to whom the particular re¬ 
quirements apply. 

§1910.217 Special rule*. (Reserved] 
Appendix A 

PRINCIPLE?* AND TECHNIQUES OF MACHINE 
SAPECTTAJiniNG 
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' I. ACTIONS AND MOTIONS THAT CREATE HAZARDS 

Since safety standards cannot be drawn which will cover every conceivable 
hazardous mechanical exposure, it is often necessary to use imagination and in¬ 
genuity to protect unusual situations. If the basic hazardous actions and motions 
are understood, it is easier to evaluate the hazard and to develop effective control 
measures, whatever the machine. Actions or motions involving the most hazardous 
exposures may be classified .as: 

Rotating, Reciprocating, and Transverse Motions. 

In-Running Nip Points. 

Cutting Actions. 

Punching, Shearing, and Bending Actions. 

A discussion of these actions or motions, along with typical illustrations of each, 
follows: 

Rotating, Reciprocating, and Tramverse Motions 

Rotating, reciprocating, and transverse motions create hazards in two general 
areas—at the point-of-operation where work is being done, and at the points where 
power or motion is being transmitted from one part of a mechanical linkage to 
another. Since guarding at the point-of-operation will be discussed under the other 
classifications of action or motion, this section will be devoted primarily to situations 
where power is being transmitted or the point-of-operation is not clearly defined 
(extractors, mixers, etc.). 

Any rotating object is dangerous. Even smooth, slowly rotating shafts can grip 
clothing or hair, and through mere skin contact force an arm or hand into a dangerous 
position. Accidents due to contact with rotating objects are not frequent, but the 
severity of injury is always high. 

Collars, couplings, cams, clutches, flywheels, shaft ends, spindles, rotating bar 
stock, lead screws, and horizontal or vertical shafting are typical examples of com¬ 
mon rotating mechanisms which are hazardous. The danger increases when bolts, 
oil cups, nicks, abrasions, and projecting keys or screw threads are exposed when 
rotating. 
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Rotating 


In many cases, the rotating mechanism is located 
within a stationary case or shell and consists of a re-, 
volving cylinder, a screw, agitator blades, or paddles. 
Washing machines, extractors, raw material mixers, 
and screw conveyors are typical examples of this type 
of hazardous rotating mechanism. 


Reciprocating and transverse motions are hazardous 
because, in the back and forth or straight line action, a 
worker may be struck or caught in a pinch or shear point 
between a fixed or other moving object. 


TfowYtni (in itroijht lint). 



Reciprocal* 5. 


* 


Examples of Typical Rotating, Reciprocating, 
and Transverse Mechanisms 



Rotating gSoft and polity* with projecting 
key and itl screw. 



Rotating coopling with projecting boll 
Heads. 



Rotating polity with spokes and projecting bonr on 
lace of potley. 
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Examples of Typical Rotating, Reciprocating, 
and Transverse Mechanisms 


* 





Rceiprocolins action of mocKino oeatinj pine), point or Tran.*motion of W» and rototinj p.Uey. 

fistd object. 
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In-Running Nip Poinb 

In-running nip points are a special danger existing only through action of rotating 
objects. Whenever machine parts rotate toward each other, or where one rotates 
toward a stationary object, an in-running nip point is formed. Objects or parts of the 
body may be drawn into this nip point and be bruised or crushed. 

The in-running side of rolling mills and calenders, of rolls used for bending, print¬ 
ing, corrugating, embossing or feeding and conveying stock, the in-running side of a- 
chain and sprocket, belt and pulley, a gear rack, a gear and pinion, and a belt con¬ 
veyor terminal are typical examples of nip point hazards. 
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Cutting Action* 

Cutting action results when rotating, reciprocating, or transverse motion is 
imparted to a tool so that material being removed is in the form of chips. The danger 
of cutting action exists at the movable cutting edge of the machine as it approaches 
or comes in contact with the material being cut. Such action takes place at the point- 
of-operation in cutting wood, metal, or other materials as differentiated from punching, 
shearing, or bending by press action. 

Typical examples of mechanisms involving cutting action include band and 
circular saws, milling machines, pl anin g or shaping machines, turning machines, 
boring or drilling machines, and grinding machines. 



Circular taw. 



Band taw. 


FEDERAL REGISTER, VOL 42, NO. S—FRIDAY. JANUARY 7, 1977 































PROPOSED RULES 


1753 






r 




-a 


Milllr»5 mocKin«, 


Punching, Shearing, and Bending Actions 

Punching, shearing, or bending action results when power is applied to a ram 
(plunger) or knife for the purpose of bla nk i n g, trimming, drawing, punching, shearing, 
or stamping metal or other materials as differentiated from removing the material in 
the form of chips. The danger of this type of action lies at the point-of-operation 
where stock is actually inserted, maintained, and withdrawn. 

Typical examples of equipment involving punching, shearing, or bending action 
include power presses, foot and hand presses, bending presses or brakes as well as 
squaring, guillotine, and alligator shears. 



Bcftdtnf. 
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II. SUMMARY OF SAFEGUARDINC METHODS 

Methods of guarding actions and motions cited in 

§1910.214 are addressed in the following tables detailing 
the functions and actions of the various guarding methods 
with limitations which may be applicable to a particular 
safeguarding method: 

i 

Method* of Guarding Action* and Motion*—Enclosurt Guard* 


Guarding method* 

Guard action 

Fired enclosure. 

Barrier or enclosure which admits the stock 
but which will not admit hands into 
danger zone because of feed opening size, 
remote location, or unusual shape. 

Also used to completely enclose power 
transmission apparatus. Used to contain 
bursting machine parts. 

Adjustable enclosure.- 

Barrier or enclosure which is adjusted to 
fit around different sizes or shapes of the 
die. When adjusted, provides same pro¬ 
tection as fixed enclosure. 


Methods of Guarding Action* ond Motion*-—-interlocking Guard* 


Guarding methods 

Guard action 

Enclosure with electrical 
or mechanical interlock. 

i 

Enclosure or barrier shuts off or dis¬ 
engages power and prevents starting 
of machine when guard is open; 
prevents opening of the guard while 
machine is under power or coasting. 
(Interlocks should not prevent 
manual operation or "inching" by 
remdte control.) 

Barrier with electric con¬ 
tact or mechanical atop 
activating mechanical 
or electric brake. 

Barrier quickly stops machine or pre¬ 
vents application of injurious pres¬ 
sure when any part of the operator's 
body contacts it or approaches 
danger zone. 

Electric eye.__.... 

Electric-eye beam and brake quickly 
stops machine or prevents its starr¬ 
ing if the hands are in the danger 
zone. 
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Methods of Guarding Actions and 


Motions—Automatic Guards 


Guarding methods 

Guard action 

Pusb-away device with 
barrier. 

A movable barrier, attached to 
pressure part, pushes or lifts bands 
out of danger xone. 

Pull-away device. 

A cable operated attachment on ram, 
connected to the operator's hands 
or arms to pull the hands back 
only if they remain in the danger 
sone; otherwise, it does not 
interfere with normal operation. 


Limitation of stroke.- 

Plunger travel limited to }{ inch or 
less; fingers cannot enter between 
pressure points. 


Methods of Guarding Actions and Motions—Remote Control Placement, Feeding, Ejecting 


Guarding methods 

Guard action 

Two-hand trip (can be 
adapted to multiple 
operation). 

Simultaneous pressure of two bands 
on switch buttons in series actuates 
machine. 

. > 

Simultaneous pressure of two hands on 
air control valves, mechanical 
levers, controls interlocked with 
foot controls, or the removal of 
fiolid blocks or itops permits 
normal operation of machine. 
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Automatic or semiauto¬ 
matic feed (with enclo¬ 
sure of danger points). 

! 

Stock fed by chutes, hoppers, con¬ 
veyors, movable dies, dial feed rolls, 
etc. Enclosure will not admit any 
part of body. 

Special jigs or feeding 
devices. 

Hand-operated feeding devices of 
metal or wood which keep the oper¬ 
ator's hands at a safe distance from 
the danger point. 

Special tools or handles 
on dies. 

Long handled tongs, vacuum lifters, 
or hand die holders which avoid 
need for operator putting his hand 
in the danger zone. 

Special ejecting devices... 

Air or mechanical ejection-— 


[Tables on guarding by location, awareness devices and lockout 
should follow herA,] 

i 

<J • 

XXI. techniques of machinery safeguarding 

It is recognized that a given situation—a hazard-creating motion or action—may 
frequently be guarded in a number of ways, several of which may be satisfactory. The 
selection of guarding method to be used may depend upon a number of things—space 
limitations, production methods, size of stock, frequency of use, and still other factors 
may be important in making the final decision. It b not the intent of this appendix 
suggest which method of guarding is the best for a given situation, but rather to show 
that there are a number of ways to guard each different condition. Thb will be done by 
illustrative typical situations which may be guarded by a variety of methods. 

In the illustrations, the various motions and actions are shown with typical guards 
illustrating the various guarding techniques. It is not possible to apply all of the guard¬ 
ing techniques to all of the motions or actions, but an effort has been made to show 
those that are frequently found in industry. 
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Illustrations contained in this section of Appendix A 


are as follows: 


Pa Re 


Abrasive wheel..-.--- 

Acceptable guard construction...___ 

Alligator shears_ 

Band saw------ 

Bar stock----- 

Belt and pulley___ 

Bevel gear----- 

Calender stack drive_ 

Conveyor belt, pulleys, and belt tightener 

Coupling___ 

Disc sancicr.'.__...._ 

Double end tenoner___......_ 

Dough brake___ 

Dough mixer, tilting_ 

Drill. 

Drum-corrugatiog machine_ 

Drum fander__............._ 

Edger____ 

Extractor cover.___ ...._ 

FI at work iron ex_..._.... 

Flywheel. _....._ 

Flywheel with horizontal belt_ 

Food grinders_i..._ 

Guillotine shear._____ 

Horizontal] a baft Log_......_..... 

Horizontal shafting end belt and pulley.. 

Jointer_.......____ 

Lathes_ 

leveling machine.___.... 

Metal roll______ 

Method of fastening filler to frame. 

Milling machines_..._... 

Overhead horizontal belt and pulley_ 

Paper comer cutter.................... 

Paper roll winder.............___ 

Paper slitter. .......................... 

Planer...._.....____ 

Planer table_....................... 

Platen press_____ 

Power brake..... 

Power abeam...._........._........ 

Punch press_................_ 

Radial raw..._..._... 

Hip euw_ 

HoII feed zander........................ 

Router. 

Safety set screws.............._...... 

Safety abaft couplings...___.......... 
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24 

23 

24 

11 

32 

s 

19 

35 

25 
32 
34 
19 
28 
14 
16 


46 

13 
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37 
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35 

15 

45 

26 
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21 
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,50 


FEDERAL REGISTER. VOL 42. NO. J—FRIDAY, JANUARY 7, 1977 























































1758 


PROPOSED RULES 


Pa p,e 


Screw machine---... 

Self feed rip saw..._..._....... 

Shaft end_.........-....- 

Shaper guards.... 

Shears.. ............. 

Sheave guards---... 

Shuttle guard on loom- 

Siie of filler materials--- 

Size of framework materials....__ 

Spur gear_ 

Squaring shear......- 

Swing saw----- 

Tanning drum...---.... 

Textile finishing machine-- 

Tilting table saw---- — — 

Treadle guards for preaart and shears 

Tumbler barrel_...-........ 

Veneer clipper- 

Vertical boring mill--—- 

Vertical shafting--- 

Washing machine--.... 

Winder drum end guard___ 


20 

34 

\l 

45 

25 

18 


22 

8 

20 

29 
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20 

44 
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19 
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GUARDING ROTATING, RECIPROCATING, OR TRANSVERSE MOTIONS 

Rotating, reciprocating, and transverse motions are forms or directions of motion 
that are used for a variety of purposes. They may be used to transmit power, as for 
example a revolving shaft or pulley (rotating), a moving piston (reciprocating), or a 
moving belt (transverse). Motions are also used to perform work by giving action to a 
tool or die which performs a cutting or shearing action. Thus, a circular saw or milling 
cutter (rotating), a metal planer or shaper (reciprocating), or a band saw (transverse) 
are examples of using motion to perform useful work by means of a tool. 

Motion is also used as a means of performing work without the cutting action of 
tools. A centrifugal extractor or dough mixer (rotating), a shaker screen (reciprocat¬ 
ing), or a belt or screw conveyor (transverse) are examples of using the energy of 
motion to perform useful work. 

The illustrations on the next nine pages are intended to show recognized tech¬ 
niques for guarding various forms of motion used for transmitting power and for 
performing work without the benefit of tools. 

Where tools are used to perform useful work, a cutting, punching, bending, or 
shearing action is involved. Techniques of guarding these various actions will be 
illustrated under the general heading of the type of action, instead of under the heading 
of the type of motion, used to drive or power the tool. 
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Guarding Rotating Motion by Enclosure Guards 





Horixontal sbaftinj. 




Vertical sHoftinj. 



Sleeve lot ihoft tftd 



Homonhal iWlin5 and belt and pulley. 


Coupling. 
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Guarding Rotating Motion by Barrier Guards 



Winder drvm end 5word—3word provide! a stationary object to grasp 
ii operator should slip while changing paper. 
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Guarding Rotating and Transverse Motions by Enclosure Guards 



Ovnfeaod horiiontol b«l» and pulley. 
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Guarding Rotating and Transverse Mofions by Barrier Guards 
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Guarding Rotating 


Machines or Machine Part* With Barrier Guards 



BoHot jmm 4 lor Y«rticol bo*ii*j mill—j*o*d li mod* I* two *•««««*, Mnj*» »o iH* moekii** o«d *0*117 op*««d. 



Rrrolrinj bar itodr 9 ward. 
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Guarding Reciprocating Motion of Machine Parts by Barrier Guard 



Planer »oW« guorrla. 
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Guarding Rotating Motion of MacHin« Parts by Interlocks 



Interlocking extractor cover guard. The cover is mechanically infes* Electrical interlock on washing machine. When 

locked with the spindle so thot the cover cannot be removed until door U opened the circuit to motor drive Is 

the spindle Is ot rest. broken, thus stopping the mochine. 





Electrical interlock for tilting dough mixer. The 
electric circuit is dosed only when the barrel is 
in upright position. Mixer can be operated In 
lilted position by constant pressure applied to a 
second switch. 


FEDERAL REGISTER, VOL 42, NO. 5—FRIDAY, JANUARY 7, 1977 








































PROPOSED RULES 


1767 


Guarding Rotating Motion of Machine Parts by Interlocks 



Guard for ranter or taoning drum. Angle 
iron gate frame is electrically interlocked 
so fbac the ranter cannot be operated unless 
the gate is closed. 




Guard for rumblcr barrel. When door 
is opened the circuit is broken and (be 
revolving cylinder stops. 


Guard for bar support of screw machine. When bar support or 
spindle cover is removed to open position, power to machine is 
cut off. 
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Elimination of Rotating Motion Haiard by Mean* Other Than Guarding 





Split C**spti"g 



sSoJtJ 5W« GoupJi«r C/o*y> Cevp/ing 



Safety shaft couplings. 


✓ 
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GUARDING IN-RUNNING NIP POINTS 

In-running nip points may exist under two broad classes of conditions, namely: 

1. Those purposely created to do useful work. 

2. Those which are incidental to the transmission of power or the application of 
motion, the nip point itself doing no useful work. 

Nip points that are purposely created to do useful work would include situations 
such as calender rolls used for finishing paper, rolls used for mixing ink or rubber, and 
xrolling mills used for reducing the thickness of or changing the shape of metals. _ 

Nip points created incidental to the transmission of power would include the nip 
point of a belt and pulley, the meshing of gears, or the take-off point of a belt conveyor. 
Nip points created incidental to the application of motion would include the nip or 
pinch point of the moving bed of a metal planer with the frame of the machine or an 
adjacent fixed object. 

In any case, guarding is necessary and various means may be used to provide 
protection. The following illustrations show typical nip point situations and tech¬ 
niques for guarding them. 


Guarding In-Running 


Nip Poinb by Enclosure Guards 
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Guarding In-Running Nip Poinh by Enclo*ur* Guard* 



EUrot«d conrcyo 4 b«lt # pu3l*yt, and b«H HjHlentf sword. 
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Guarding In-Running Nip Poinb by Enclosure Guards 



Co lender flock drive guard. 


f 



Bell end pulley guards* 


/1 
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Guarding In-Running Nip Points by Enclosure Guards 



Diet of drvm-eoffvjotin) mocbinc. 
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Guarding In-Running Nip Poinb by Barrier Guards 



PAPER ROLL WINDER GUARDS 
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Guarding In-Running Nip Point* by Barrier Guards 
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Guording-ln Running Nip Poinh by Interlocking Device 



Doush brake suord. THo prnsurf of tH« opwlw'i 
body ajoinft Horizontal rtlroti oaon front of 
mocHin« iJmgltonzovily break* *1 ectnc current at 
contact twitcH and trip* weijkt operatic broke on 
flywheel, thus quickly ttoppinj machine. 



FEOftAl RtCISTtt, VOL A*. NO. 5—ft (DAY. JANUARY 7, 1977 

, A v * v 

L * • - _ 
















































1776 


PROPOSED RULES 


Guarding In-Running Nip Poinb by Interlocking Device 



Textile finitMnj TTte photoelectric control beam it projected ccrot. the 1S4oot width of the premure roll, ol the 

nip where the two rollt meet. Any port ol on operator^ body or ony other object comm, within the donjet oreo of the nip 
will breoV the control beam. If the beom it broken, photoelectric teloy oction Immediately rtopt the drrre motor ond ot the 
tome time operolct the air cylinder tolenoid volee, releotin j the pretture ond openin, the rollt. 


GUARDING CUTTING ACTIONS 

Cutting action is involved in the whole range of machine tools used for cutting 
metal, also for machines used for working on wood. The characteristic of a machine 
tool is that the metal removed is in the form of chips. This characteristic also applies 
to machines used for cutting wood, although woodworking machines are not referred 
to as machine tools. Many machines used in the food, plastic, paper, or textile indus¬ 
tries, as well as other industries, also employ cutting action. The hazard lies at the 
point where cutting takes place. 

Various forms of motion may be involved in cutting action, but the kind of motion 
is not the determining factor in selecting the best guarding method. In many cases, a 
choice of guarding methods is available. The following illustrations show various 
methods of guarding typical cutting actions. 
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< 


Guarding Cutting Actions by Enclosure Guards 


TilHnf table mw juord. 



Circular mwi should be provided with 
a hood that coven the saw at oil time* 
to the depth of the teeth. Hood should 
adjust Itself automatically to thickness 
of, and remolfi In contact with, material 
bein) cut. A spreader and onlilnckbock 
device should be provided. The exposed 
part of the saw underneath the table should 
be guarded. 
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Guarding Cutting Action* by Enclosure Guards 



Radiol tow. In addition to hood tncloiinj th« Uod«, on od>v»toW« flop thovld b« providod to limit 
forward ftovtl ond head should avtomaticolly rHwn» to storting position. When wed fof ripping, a 
spreader and onlietcWbocW device should be provided. 



Swing save. In oddition lo the hood enclosing the blade, the swing sow should be provided with a limit chain or other 
device to limit forward travel and o device lo automatically return the head to starting position. Hood should enclose 


■ 
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Guarding Cutting Action* by Enclosure Guards 



Di>c tondcr. 



Exposed parti of disc, drum or roll feed senders 
should be guarded except that portion where 
the material comei in contocf with the abrasive. 
Feed rolli In front of »ander should alio be 
guarded. Guardi serve as dust collectors. 

w 

Roll feed lander. 



FEDERAL REGISTER, VOL 42, NO. 5—FRIDAY, JANUARY 7 , 19 77 








































PROPOSED RULES 


Guarding Cutting Actions by Enclosure Guards 



Plonrt. Guard lot f*«d roll* 
tubi?aM*ol corwtmdion. 


Doubt* Itnoitt*. 
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Guarding Cutting Actions With Enclosure Guards 



Edj«r. The tows of the edjer should be enclosed 
end there should be pressure roWt on both the 
feed or>d take-off tides. Nonkickback teeth 
should be provided on ot least the feed side of 
the sows. All belts, pulleys, and fears should be 
enclosed. 
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Guarding Cutting Actions by Enclosure Guards 



Milting mockinti. Cutter is entirely wcloicti when the table it withdrawn and the guard opens 
automatically at the table moves forward. 




Drill. Enclosure covers spindle and drill. 
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Guarding Cutting AcJions by Enclosure Guards 



Abrasive wheel jucid. Guard should be 
ftor»5 enough to withstand the shock of a bunt* 
inj wheel and be adjustable to the wear of 
•he wheel/ tempered or laminated 5!an with 
protective 9I01S on the underside should be 
used. Wo»h rests should be kept adjusted 
close to the wheel with a maximum distance 
0/ % inch. 




J 
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Guarding Cutting Action* by Barrier Guard* 



Jointct goordi should automatically adjust thtmseWw 
to cover oil sections of the head on the working side of 
the fence or gage and should remain in contort with the 
material at all timet. The section of tb e cutting btod bock 
of the fence or gage should alto be guarded. 
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Guarding Cutting Action* by Barrier Guards 



T»i« cvttinj Heod of cock wood ikoper ikowld b. enclorrd by on odiurtoble juord »o detijned a< »© keep Ike 
kond owoy from ike cvtliny edyc. Poltrmi or jfjt tor koldinj rlock wktle tkopiny ore alro desirable. 



SHAPER GUARDS 
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Guarding Cutting Action* by 


LATHES 




Milting machine. M«h guard o»tt cutter to protect against 
contact and flying particle*. 


Barrier Guards 



A metal band around the face plate prcvmtt 
contact with the lathe dog. 



Band or band resaw wheels should be completely 
enclosed and atl portions ol the blade should be 
guarded/ eecept that portion between the guide rollt 
and the table. 
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GUARDING PUNCHING, BENDING, AND SHEARING ACTIONS 

Punching, bending, and shearing actions differ from cutting actions in that- 
material is not removed in the form of chips. This class of action is used primarily to 
form or shape metals, but may be used on materials other than metal, as for example, 
plastics, fabrics, and papers. 

Punching, bending, and shearing actions are particularly hazardous with respect 
to the severity of injury inflicted, many such injuries resulting in amputations or 
other permanent disability. As in the case of cutting actions, the hazard is at the poinfc- 
of-operation. 

The following are illustrations of machines which perform punching, bending, or 
shearing actions and techniques by which they are guarded. 


% 


Guarding Punching or Bending Actions by Enclosure Guards 



.V 

Eocloiwa juordi (or pwocMnj or fomiinj prran (or ina with (trip (aadinj. 
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Guarding Punching or Bending Actions by Enclosure Guards 



Eixlorwr. 3 worth for pwxkm) or lorminj pr«-« for w»« wUK diol or Hrip f«»*"S- 
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Guarding Shearing Action by Enclosure Guards 



Enclosure jwo/di lot allijator »Kton. 



TrcodU 9uord* foi ptemma ond »h«or» to prevent unintmtionol tripping. 
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Guarding Punching or Bending Action* by Bonier Guards 




Stock it fed into die outtide of donjef too*. Hinged bomcr guard cloec* automatically wke* iliding die I* moved 
Into position. 





A banrirf 500rd, op«mt«d by tho trippinf dok« of th« 
ptess, U Inlcrpoitd In front of Iht plvnjcr before the 
plunoer deecerxb. 


BARRIER GUARD ON PUNCH PRESSES 
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Guarding Shearing Action by Barrier Guards 



Back ttd« 


Front tide 


8 amtt gvord for v«n«tr clipper. 



AdjurtobU barrier guard for feed tide ©J tquoring thecr. 
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Guarding Shearing Action by Barrier Guardi 
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Guarding Punching or Bending Action* by Interlocking Guards 



frvu'.**.u;£ 


tpl 



Gate fucrd on punch prm. Guard is Interlocked with Mp- 
plnj device of press *o that ptvnjer cannot doc end until 90I1 
It In closed petition. 


Photoelectric relay (electric eye) prevents operation of 
press while operator's bonds are In the donjer zone. Should 


not be used on positive clutch pee 
Its stroke after trippinj of press. 


srs where ram continues 





GUILLOTINE SHEAR EQUIPPED WJTH TWO-HANDED CONTROL INTERLOCKED WITH BARRIER GUARD 

t 
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Guarding Punching or Bending Action* by Automatic Guards 


Pu!l-o«*ay $oord. Operator's hands art pulled away from danger 
ion# before tom descend*. 





V 


FEDftAl tieiSTft, VOL 42. MO. 5—ftIDAY, JANUAIY 7. 1977 


a 

























PROPOSED RULES 


1795 


Guarding Punching and Bending Actions by Automatic Guards 



Power bro'«e. Automatic device poshes operator owoy from 
danger xon« when power broke is operated. 


Platen ptm. Barrier guard, operated by the 
reciprocating crank, pother operator's hands 
out of danger lone when press doses. 


GUARDING BRAKES AND PRESSES BY AUTOMATIC PUSH-AWAY GUARDS 


$ 




FtDEKAl ftfGISTtt, VOL 42, NO S—FRIDAY. JANUARY 7. 1977 





















PROPOSED RULES 


Guarding Shearing Action by Automatic Guards 



Power shears. Roller 50ord rerti on sHert stock c» St Is fed inlo 
Inc shear. Descendmj tom will force roller out, and roller pushes 
operator*! hands owoy from knife. When ram ascends, roller will 
rest in vertical position. 
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Guarding Shearing Action by Remote Control Placement, Feeding or Ejection 




Two-man operated press with each 
operator required lo activate two 
twitches simultaneously. 


Punch press. Two-handed trip- 
pinj device requires the simul¬ 
taneous use of both hands to 
trip the press. On presses with 
noninterruptin) stroke, device 
should require continuous pres¬ 
sure on controls so that operator 
connot reoch into the press. 
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Guarding Punching Action by Remote Control, Feeding or Ejection 



Rotating die. Stock ii fed manually 
into rofotin5 die and it carried auto¬ 
matically under the plunder. 



Automatic feed. Stock it fed automati¬ 
cally to plunder, operator required only 
to restock feedinj device. 



Other types of enclosure guards for use with automatic feeding. 
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Guarding Punching Action 


by Remote Control, Feeding or Ejection 



Explanation of above diagram: 

This diagram shows the accepted »cfe openingt between 
the bottom edge of a guard and feed table of various 
diitoncn from the danger line (point of operation). 

The clearance /me marks the distance required to prevent 
contact between guard and moving parti. 

The minimum guarding lino it the diilance between the 
infeed side of the guord and the danger line whieh it one* 
half inch from the danger line. 

The varioui openingt arc tuch that for average tiie 
hands an operator's fingers won't reach the point of operation. 

After installation of point of operation guards and 
before a job it released for operation a check thould be 
mode to verify that the guard will prevent the operator's 
hands from reoching the point of operation. 


Table 0-10 


Distance of opening from point Monimum width of 

of oporation hazard (mchot) oponing (inches) 

% to 1ft. ft 

lft*>2ft. ft 

S* to 3ft. ft 

3ft to 5ft. ft 

5ft to 6ft. ft 

6ft to 7ft. ft 

7ft to 12ft. 1ft 

ISft to 15ft. ift 

15ft to 17ft. 1ft 

17ft to 31ft. S ft 


Thii table thows the distance* that guards thall be posi¬ 
tioned from the danger line in accordance with the required 
openings. 


Guarding by the use of special tools. 
The use of specially designed hand* 
tools for placing material into the press 
Is alio acceptable. 
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D. Guard Construction and Specifications .. 

Machine guards to be effective must be built in accordance with recognized stand¬ 
ards of construction and of performance. They must be designed so as to eliminate the 
hazard; they must create no hazard of their own; they must be sturdy enough to with¬ 
stand normal wear; and they should not interfere with production. 

Refer to Appendix B for information on specifications 

available for particular machinery items or machine groupings. 

\ 

The general specifications listed below may be used 
as guidelines in constructing enclosure or barrier-type 
safeguarding devices to meet the requirements of §1910.213. 


f 
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Size of Framework Material! 

(1) Minimum dimensions of materials for tbe framework of all guarda except as noted in paragraph 3 ahali 
be angle iron 1 inch X 1 inch X X inch, metal pipe of % inch inside diameter or metal construction of equiva¬ 
lent strength. 

All guards shall be rigidly braced every 3 feet or fractional part of their height to some fixed part of machin¬ 
ery or building structure. Where guard is exposed to contact with moving equipment, additional strength may 
be necessary. 

(2) The framework for all guards fastened to floor or working platform and without other support or bracing 
shall consist of lX inch X IX inch X X inch angle iron, metal pipe of 1)4 inch inside diameter or metal construction 
of equivalent strength. All rectangular guards shall have at least four upright frame members each of which shall 
be carried to the floor and be securely fastened thereto. 

Cylindrical guards shall have at least three supporting members carried to floor. 

(3) Guards 30 inches or less in height and with a total surface area not in excess of 10 fcquare feet may have 
a framework of X inch solid rod, X inch X X inch X >4 inch angle or metal construction of equivalent strength. 


Sire of Filler Material! 


\ 


Material 


Clearance from 
moving part at all 
points 

Largest mesh or 
opening allowable 

Minimum gage 
(U.S. standard) 
or thickness 

Under 2. 

X. 

No. 16. 

2-4. 

X . 

No. 16. 

Under 4. 

X. 

No. 16. 

4-15. 

2. 

No. 12.. . 

Under 4. 

X. 

No. 18. 

4-15. 

2. 

No. 13,.. 

Under 4. 

x . 

No. 20. 

4-15. 

2. 

No. 14. 

Under 4. 


No. 22... 

4-15. 


No. 22. 

(Under 4. 

x . 

\ 

Wood X inch or 
Metal No. 16 

14-15. 

2. 

(Under 4. 

X width. 

[4-15. 

1 width. 

(Minimum 15. 


[ Maximum 20. 



Minimum 
height of 
guard from 
floor or plat¬ 
form level 


Woven wire.. 

Expanded metal. 

Perforated metal. 

Sheet metal. 

Wood or metal strip crossed. 

Wood or mttal strip not crossed. 


Standard rail. 


J$ 9 tA neks* 

7-0 

7-0 

7-0 

7-0 

7-0 

7-0 

7-0 

7-0 

7-0 

7-0 


7-0 
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Method of Foitcning Filler to Frame 

(1) With rivet* or bolts spaced not more than 5 inches center to center. In case of expanded metal or wire 
mesh, metal strips or clips shall be used to form a washer for rivets or bolts. 

(2) By welding to frame every 4 inches, # 

(3) By weaving through channel or angle frame; or if No. 14 gage X inch mesh or heavier is used, by bending 
entirely around rod frames 

(4) Where openings in pipe railing are to be filled in with expanded raetsj, wire mesh, or sheet metal, the 
filler material shall be made into panels with rolled edges or bound with tr V" or *‘U M edging of No. 24 gage or 
heavier sheet metal fastened to the panels with bolts or rivets spaced not more than 5 inches center to center. 
The bound panels shall-be fastened to the railing by sheet-metal clips spaced not more than 5 inches center to 
center. 

Note: Diamond or square mesh made of crimped wire fastened into channels, angle or round-iron frames, 
may also be used as a filler in guards. 



IRO^ fill tUMRD WITH 
WIRE CLOTH FIUfR 



et*ro*ATgd os 
antti wltal ©ocreo 
Pistcnjr T0AA6U 



PROTfCTiOK OF 
ROUGH toot* 


P 


FLAT STRIP 
*ivmD(OADOUtO) 
TOANGLE TO 
FAST la FILL** 



WOVfH Win, 
I* MtSM VACVaP 
TRAHE6 



Acceptable Guard Conitrvction. 
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VOLUNTARY ANSI STANDARDS 

This section of the Appendix lists 22 ANSI standards, relevant to machine 
guarding, which have not been reviewed or adopted by OSHA. They are listed 
solely for informational purposes, and no approval by OSHA of these standards 
is intended by their conclusion in this Appendix. 







(1) ANSI Bll. 13-1975 

(2) ANSI B153.1-1974 

(3) ANSI Bll. 7-1974 

(4) ANSI B20.1-1972 

(5) ANSI B152.11-1973 

(6) ANSI Bll.8-1974 

(7) ANSI B169.1-1975 

(8) ANSI Bll.9-1975 

(9) ANSI Bll.5-1975 

(10) ANSI Bll.6-1975 

(11) ANSI Bll.10-1974 

(12) ANSI Z268.1-1974 

(13) ANSI Z259.1-1974 


Automatic Screw Bar and Chucking 
Machines, Safety Requirements for 
Construction, Care, and Use of Single 
and Multiple Spindle 

Automotive Lifts, Safety Requirements 
for Construction, Care, and Use of 

Cold Headers and Cold Formers, Safety 
Requirements for Construction, Care, and 
Use of 

Conveyors and Related Equipment, Safety 
Standards for 

Die Casting Machines, Safety Requirements 
for Construction, Care and Use of 

Drilling, Milling, and Boring Machines, 
Safety Requirements for Construction, Care 
and Use of 

Envelope Manufacturing Equipment, Safety 
Requirements for 

Grinding Machines, Safety Requirements 
for Construction, Care, and Use of 

Iron Workers, Safety Requirements for Con¬ 
struction, Care and Use of 

Lathes, Safety Requirements for Con¬ 
struction Care, and Use of 

Metal Cutting Saws, Safety Requirements 
for Construction, Care, and Use of 

Metal Scrap Processing Equipment, Safety 
Requirements for 

Paper Bag and Sack Manufacture, Minimum 
Safety and Health Requirements for 
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(14) ANSI Bll.3-1973 

Power Press Brakes, Safety Requirements 
for Construction, Care, and Use of 

(15) ANSI B155.1-1973 

Packaging and Packaging Related Converting 
Machinery, Safety Requirements for 

(16) ANSI Z245.1-1975 

Refuse Collection Equipment, Safety Require¬ 
ments for 

(17) ANSI B154.1-1974 

Rivet Setting Equipment, Safety Requirements 
for Construction, Care, ana Use of 

(18) ANSI Z241.1-1975 

Sand Preparation, Molding, and Core Making 
in the Sand Foundry Industry, Safety Require¬ 
ments for 

(19) ANSI B157.1-1974 

Scales, Weighing Machines, and Weighing 
Systems, Safety Requirements for 

(20) ANSI Bll.4-1973 

Shears, Safety Requirements for Construction, 
Care and Use of 

(21) ANSI Z229.1-1973 

Shops Fabricating Structural Steel, Safety 
Requirements for 

(22) ANSI B177.1-1975 

Three Roller Printing Ink Mills, Safety 
Requirements for 
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APPENDIX B 

Regulatory Guide on Specification Provisions 

[To contain revised OSHA machine guarding standards, 
S191U.213 through sl91u.2:19. See the accompanying 
notice for these standards and for a description 
of how to provide comment to OSHA on their revision.] 








|PR Doc.77-100 Filed 1-0-77:8:45 ami 
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[ 29 CFR Part 1910] 

| Docket 0-11 

MACHINERY AND MACHINE GUARDING 

Request for Information on Technical 
Issues 

The Occupational Safety and Health 
Administration <OSHA> is considering 
revising Subpart O of Title 29, Code of 
Federal Regulations. Part 1910, which 
establishes standards relating to ma¬ 
chinery and machine guarding. These 
standards contain general requirements 
for the guarding of machinery (§ 1910.- 
212 ). and specific requirements for wood¬ 
working machinery ($ 1910.213). cooper¬ 
age machinery ($1910.214), abrasive 
wheel machinery <§ 1910.215). mills and 
calendars in the rubber and plastics in¬ 
dustries ($ 1910.216). mechanical power 
presses ($1910.217). forging machines 
($ 1910.218) and mechanical power- 
transmission apparatus ($ 1910.219). 

This notice is intended to solicit data 
necessary for the revision of Subpart O, 
and to provide the public an early oppor¬ 
tunity to participate in the review of the 
existing standards by inviting public 
comments on the scope and form that 
possible revisions of Subpart O of Part 
1910 should take. In addition to Inviting 
ihe submission of written comments and 
data, the notice announces the schedul¬ 
ing of informal information-gathering 
meetings to permit oral presentation of 
data and Information to OSH A. 

This notice is issued in accordance 
with OSHA’s new’ procedure announced 
in the Federal Register on April 23. 1976 
(41 FR 17100) for the revision of safety 
standards originally promulgated pur¬ 
suant to section 6(a) of the Occupational 
Safety and Health Act of 1970 (84 Stat 
1593, 29 U.S.C. 655). That notice stated, 
among other things, that OSHA would 
announce individually the standards to 
which the new procedure would apply. 
OSHA has now decided to apply this new 
procedure in revising Subpart O of Part 
1910. 

L Background 

The existing Subpart O became effec¬ 
tive on August 27. 1971. and February 15, 
1972, after promulgation pursuant to 
section 6(a) of the Act, which allowed 
OSHA during a two-year period ending 
on April 28.1973, to promulgate national 
consensus standards and federally es¬ 
tablished standards without public com¬ 
ment or hearing. Subpart O was derived 
primarily from the then existing national 
consensus standards published by the 
American National Standards Institute 
< ANSI) and in part on established Fed¬ 
eral standards issued under the authority 
of the Walsh-Healey Act (41 U.S.C. 35). 
Subsequently, OSHA amended particular 
paragraphs of 9$ 1910.211 and 1910.217 
(36 FR 157, 8 13/71: 37 FR 23718. 11/ 
8/72; 38 FR 16223. 6/21/73 ; 39 FR 41841. 
12/3/74; 40 FR 3982, 1/27/75.) Experi¬ 
ence since promulgation of Subport O 
has indicated many difficulties in the 
application of certain specific require¬ 
ments of this subpart. Additionally, it 
has been suggested that particular re¬ 
quirements have no direct effect upon 


the safety of employees, that many de¬ 
tails are such as to directly concern only 
the manufacturer of machinery, and 
that there may be areas where current 
technology has surpassed existing re¬ 
quirements with the result that the pres¬ 
ent Subpart O may no longer be an ef¬ 
fective means of providing the employee 
safety intended by the Act. Finally, the 
provisions of many of the ANSI stand¬ 
ards on which Subpart O was based have 
been changed and OSHA has been peti¬ 
tioned to modify its standards accord¬ 
ingly. 

On April 23. 1976. when OSHA an¬ 
nounced its new procedure for the revi¬ 
sion of safety standards. OSHA solicited 
public participation In the development 
of new approaches to OSHA’s safety 
standards. In today’s issue of the Federal 
Register (42 FR 1742), one possible 
approach to revising Subpart O is dis¬ 
cussed. If OSHA were to adopt that sug¬ 
gested approach, the standards of Sub¬ 
part O would need to be revised to con¬ 
form to that approach. In any event, 
however, there is a need to consider re¬ 
vision of the standards comprising Sub¬ 
part O. In this effort to review and revise 
the various provisions of Subpart O. 
OSHA Invites the full participation of 
the public. 

II. The Issues 

(a) General issues . As discussed in the 
Notice of New Procedures for Revision 
of Safety Standards <41 FR 17100), there 
arc certain issues which have been raised 
that are common to many of the stand¬ 
ards promulgated under section 6(a> of 
the Act. These issues, ns applied to Sub¬ 
part O. are set forth below: 

1. Whether particular provisions of 
Subpart O should set forth specifications 
which must be met by employers or 
should, rather, require a level of per¬ 
formance or the achievement of a goal 
which would ensure employee safety 
without requiring specific means of meet¬ 
ing that performance level. For example, 
the requirement in $ 1910.216(c)(1) that 
’’safety tripping devices shall be located 
within reach of the operator and the bite” 
has been criticised for not informing em¬ 
ployers of the dLstances at which these 
safety devices should be Installed. On the 
other hand, sections 1910.213-1910.219 
of Subpart O set forth detailed specifica¬ 
tions for the design and construction of 
guards on particular machines without 
allowing for differences in design or ma¬ 
terial either on existing machinery or on 
machines which are built subsequent to 
promulgation of the standard, and with¬ 
out providing for subsequent advances in 
new technology. Many of these differ¬ 
ences, If allowed, might not materially 
affect the safety of employees. Should 
a revised Subpart O explicitly permit 
equipment which provides safety sub¬ 
stantially equivalent to the established 
standard by requiring the employer to 
meet a level of performance rather than 
design specifications? 

Related to the question of whether 
particular provisions of the standards in 
6 $ 1910.213-1910.219 should contain spec¬ 
ifications or sltouM be performance 


oriented, is the broader question o! 
whether all machines should be covered 
by the same performance requiremen t 
such as the requirement in the exist!:;/; 
$ 1910.212. This question is discussed at 
length in a notice of a suggested ap¬ 
proach to Subpart O published in toda; 
issue of the Federal Register (42 FR 
1742). If any performance approach Is 
adopted—whether it is the suggested ap¬ 
proach, on expanded $ 1910.212, or an> 
other overall performance requirement - 
should the standard also include reconi - 
mended means or alternatives, showi 
details of design, material and constru; 
tion, which would constitute one way but 
not necessarily the only way of meeting 
the performance requirements of the 
standard? 

2. Whether particular provisions of 
Subpart O should be revoked because 
they are of marginal valup in terms of 
employee safety or because they are di¬ 
rected to protection of equipment or 
property rather than employees. For ex¬ 
ample, $ 1910.219<o) (3) Oil) requires that 
overhead belt guards ’’shall be at leas' 
one-quarter wider than the belt which 
they protect.” Should this requirement 
be revoked on that view that it Is pri¬ 
marily designed to prevent abrasion of 
the belt and thus extend its life rather 
than prevent exposure of employees to 
the belt which can create a hazard and 
result In Injury. As another example. 
$ 1910.217(f) ( 4 > requires employers to 
operate mechanical power presses ’’with¬ 
in the tonnage and attachment weight 
ratings, specified by the manufacturer 
Does this section have any relevance to 
employee safety: To what extent are 
there requirements In Subpart O that 
have little, if any, relevance to employe* 
safety? 

3. Whether there are gaps in coverage 
in Subpart O that give rise to unsafe 
conditions for employees, and how these 
gaps should bo remedied? There arc 22 
ANSI standards covering machine groups 
for which there are no OSHA counter¬ 
part specification standards. As Just one 
example, ANSI B.ll.6-1975 contains de¬ 
tailed safety requirements for the con¬ 
struction. care and use of lathes, where¬ 
as Subpart O specification standards do 
not cover lathes. Should lathes be subject 
to specific requirements? If so. how 
should the point of operation of lathes be 
guarded? Should any of the other ANSI 
machine groups be covered by specific re¬ 
quirements or should these machine 
groups be subject only to the general 
guarding requirements of 1 1910.212? (A 
list of the ANSI machine standards Is 
available In Appendix A of the notice on 
the suggested approach to Subpart O in 
today’s issue of the Federal Register at 
page 1742). Do particular machine 
groups present greater hazards to em¬ 
ployees than other machine groups? 
What injury’ data showing frequency, se¬ 
verity and cause of injury are available? 

In addition to gaps created by the lack 
of specification standards for particular 
machine groups, are there gaps in cov¬ 
erage of the Individual specification 
standards of $$ 1910.213-1910.219 of Sub¬ 
part O. For example, bung — boring ma- 
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chines are not covered by the cooperage 
tandard in 4 1910.214. What other gaps 
are there which deprive employees of 
needed protection? 

4. Whether particular provisions of the 
existing standards need simplification or 
clarification? For example, should the 
definition of flanges In fi 1910.211<b) (9> 
be clarified by substituting In that defini¬ 
tion “straight relieved or straight unre¬ 
lieved types" for the words "back up 
type"? 

5. How should ANSI standards be 
utilized in these OSHA regulations? If 
an ANSI standard is referred to. either 
in connection with legally binding re¬ 
quirements or with recommended means 
of compliance, should it be done merely 
by reference to an ANSI standard or 
should it be done by reprinting the rel¬ 
evant text of that standard in the OSHA 
regulation? In considering this question, 
it should be recognized that the speci¬ 
fications dealing with machinery and 
machine guarding are voluminous. What, 
tf anything, should be done as the ANSI 
! t&ndards are periodically updated? 

<b> Specific issues. In addition to the 
above general issues. OSHA invites com¬ 
ments on specific issues relating to Sub¬ 
part O OSHA's paragraph-by-paragraph 
presentation of comments and requests 
for revision raises a number of specific 
issues. Some of these issues apply across 
the board to all standards in Subpart O. 
:*nd it is to these that the attention of the 
Interested public is particularly directed. 
These issues are : 

1. Scope: (a) Whether there is a need 
for a scope provision which clearly iden¬ 
tifies the machines covered and excluded 
from Subpart O, so as to avoid possible 
confusion with machinery that is covered 
by Subpart F ‘Powered Platforms, Man- 
lifts and Vehicle-Mounted Work Plat¬ 
forms) . Subpart M ‘Compressed Gas and 
Compressed Air Equipment), Subpart N 
(Materials Handling and 8torage), Sub¬ 
part P < Hand and Portable Powered Tools 
and Other Hand-Held Equipment), Sub¬ 
part Q ‘Welding. Cutting and Braz¬ 
ing) and Subpart R (Special Industries) ? 
What type of machinery should be cov¬ 
ered by Subpart O? What equipment 
should be excluded? Should elevators, ve¬ 
hicles and food processing equipment be 
excluded? 

( b) Whether there Is a need for a 
scope section for each of the specifica¬ 
tion standards f§$ 1910.213-1910.219) of 
Subpart O in order to clarify the coverage 
of each of these standards. For example. 
a scope section for 9 1910.213 would in¬ 
dicate whether the requirements of that 
section applied to woodworking saws cut¬ 
ting materials other than wood. 

2. Guard materials: Whether Subpart 
O should universally allow the use of 
guards made from all materials which 
arc of equivalent strength, impact resist¬ 
ance and rigidity. Should a strength spec¬ 
ification be required for construction of 
guards or would performance criteria 
be sufficient if such criteria identified 
the hazard to protect against? Particular 
provisions of Subpart O specification 
standards, such as 9 1910.219 <h)(l) 
require metal guards. Other sections. 


such as 91 1910.215(b) (10) and 1910.219 
<m)<2) specify the allowable types of 
metal. Should OSHA allow guards con¬ 
structed of other materials? In which 
situations would employee safety* neces¬ 
sitate limiting the materials from which 
a guard can be constructed? 

3. Lockouts: Should lockout be re¬ 
quired when machinery is not in normal 
operating mode, or should alternative 
methods for employee protection, such 
as tag-out. be permitted? One of the 
most common hazards of machinery Is 
unintended operation or movement dur¬ 
ing set-up. maintenance, repair, inspec¬ 
tion. and testing. Many current OSHA 
or voluntary standards direct their ma¬ 
jor emphasis at machinery operator 
safety while performing normal opera¬ 
tions. A few standards do make special 
provision for the safety of other than the 
operator when machinery is not in nor¬ 
mal operating mode. The need to dis¬ 
able machinery* using more than the nor¬ 
mal stop or shutdown controls has re¬ 
sulted In the development of systems for 
lockout of machine actuation controls. 
Some methods of lockout are: the use of 
locks; plugging of piping or tubing: dis¬ 
connect of power by removal of electric 
plug: operating mode, control key-locked 
selector; electrical fuse removal: or wir¬ 
ing disconnect. The substitution of a tag 
in lieu of positive lock or seal is used by 
some industries which can police and 
enforce the tagging rule. A combination 
lock and tag Is sometimes used to enable 
ready Identification of the person or 
craft which secured the machine and at¬ 
tached the identifying tag. A review* of 
the newer voluntary* standards for ma¬ 
chine tools discloses that provisions for 
facilitating locking out and/or tagging 
are now incorporated in the require¬ 
ments for machine actuating controls 
or main power supply. In the case of con¬ 
trols It is possible to provide restrictions 
which would not necessarily completely 
disable a machine. Some examples of 
more limited forms of machine energy 
control are die safety blocks, ram blocks, 
machine mode selector <for Jog using fly¬ 
wheel bar or inch using separate control 
circuits) or actuating button perform¬ 
ance characteristics ‘continuous, single, 
inch. Jog). 

What are the characteristics of a ma¬ 
chine. for example size, tooling. power 
train, control system, prime mover (elec¬ 
trical, air. hydraulic), which would re¬ 
quire that a means of securing power to 
prevent motion cither by lockout or tag¬ 
out or some other alternative method be 
provided? What criteria should be used 
to determine which tyocs of machines 
should be capable of lockout and/or tag¬ 
ging for purposes of employee safety? 
What machines should be exempted from 
any lockout and/or tagging require¬ 
ments, i.e„ machines provided with cord 
and plug power connector? What ma¬ 
chine characteristics distinguish those 
which should be provided with a means 
for accomplishing lockout from those 
that could be tagged out? Should limita¬ 
tions be placed on the acceptability of 
certain methods for securing power, such 
as tagging or operating mode selectors? 


OSHA solicits detailed Information os to 
lockout, tag-out and any alternative 
methods for securing power Experience 
with particular methods, as well as de¬ 
tailed Injury data, is requested. 

4. Equipment design responsibility . 
What responsibility, if any, as to the de¬ 
sign and construction of new equipment 
and the modification of existing equip¬ 
ment can reasonably be placed on an 
employer? 

5. Passerby protection. Should guard¬ 
ing requirements address hazards to the 
operator only or should they be designed 
to also protect employees at adjacent 
machines or passageways? 

6. Inspection and maintenance. Is 
there a need to require machine inspec¬ 
tion and maintenance of all machinery 
or should inspection and maintenance 
programs be required only for such in¬ 
herently dangerous machines as me¬ 
chanical power presses? What are the 
requirements which should be applied to 
all machinery? To particular machinery? 
What should constitute maintenance; 
oiling a machine, changing the abrasive 
wheel of a simple pedestal grinder with 
a sealed-bearing motor? 

7. Traini7ig. Should operator training 
programs be required? If so, what should 
be the contents of such programs? 

8. Guarding by location. Whether 
guarding by location should be recog¬ 
nized as a safeguarding method meeting 
the requirements of 9 1910.212? If so. 
under what circumstances should addi¬ 
tional guarding be required? Some of the 
ways in which guarding by location may 
be accomplished are: installation of 
machinery at heights above the reach of 
employees: locating a machine behind a 
partition or solid barrier which protects 
the operator and other employees in the 
area; designing other machine compo¬ 
nents around the hazardous part of the 
machine so as to prevent the operator 
from reaching through, over, under or 
around the hazardous area: restricting 
access by placement of pedestrian type 
barriers, fencing, cables or guardrails; 
restricting access through use of on elec¬ 
trically interlocked gate which has a con¬ 
trol that stops operation of the machine 
upon opening of the gate and has a re¬ 
set button, located outside of the barrier, 
which must be activated before machine 
operations are resumed; and locating 
machine controls at an operator's station 
which is protected from the hazards of 
the machine either because the operator 
controls are remotely located In a cab. 
platform, pulpit or fixed seat, or because 
the controls are provided with devices 
such as presence sensing mats or con¬ 
tinuous pressure switches. Some of these 
methods protect only the operator of the 
machine, and some protect the opera¬ 
tor and other employees in the area. 
Should guarding by location be permitted 
only when it protects all employees in the 
area during normal operation of the 
machine? Should guarding by location 
not be acceptable during other than nor¬ 
mal operation of the machines, such as 
servicing, maintenance or testing of 
equipment? Maintenance employees need 
to enter areas barred to regular em- 
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ployecs to operate the machine, or a part 
thereof, in order to service or repair it 
Guarding by location may not be an ef¬ 
fective safeguard in such situations. 

OSHA solicits information on these 
Questions and also on all methods of 
guarding by location currently in use. 
Specific information is requested on the 
circumstances in which each method is 
used and on specific requirements which 
should attach to each method. 

<c) Additional Issues. Other specific 
issues, which pertain to patricular sec¬ 
tions of the existing Subpart O are also 
raised in the columnar document. Some 
of these issues arc: 

1 .11910.211 ( Definitions ). Whether 
there should be one definition of “point 
of operation** which would be applicable 
to all machines covered by 8ubpart O? 
The existing standard defines “point of 
oporation(s)" for woodworking and 
cooperage machines (§ 1910.211(a)(1)>. 
for mechanical power presses <1 1910.211 
(d> <45)), for mechanical power trans¬ 
mission apparatus 1910.211 <f> <8>). 
and for machinery in general <| 1910.212 
< a) <3> ). (In this connection, it should be 
noted that OSHA contemplates, in revis¬ 
ing the standard, to include the defini¬ 
tions applicable to particular types of 
machinery within the some standard as 
the requirements for that machinery, 
and to retain in a general definitions sec¬ 
tion. such as 5 1910.211, only definitions 
applicable to all types of machinery.) 

2. } 1910212 General requirements lor 
all machines . (a) Whether 11910.211 
should be expanded to afford greater 
protection to employees? Should this sec¬ 
tion cover hazards, other than point of 
operation hazards, such as electrical 
hazards, hazards of machine installation, 
and hazardous workpieces? Should em¬ 
ployers be required to replace dull or 
damaged tools or machine parts to pro¬ 
tect employees from the hazards created 
thereby? Should § 1910.212 be expanded 
to include requirements for machinery 
other than those requirements for guard¬ 
ing and anchoring? Should OSHA re¬ 
quire. for example, that operator ac¬ 
tuated controls be located within easy 
reach of the operator’s work station in 
order to eliminate the need for the op¬ 
erator to reach over or into a hazardous 
area to start, stop or adjust the machine? 
Should emergency stop controls be re¬ 
quired near the point of operation, and, 
if so. under what conditions? If control 
requirements should be Included, to what 
extent do such controls exist on machin¬ 
ery currently in use? If such controls do 
not currently exist, to what extent would 
they be feasible for all types and sizes 
of machines; does the technology exist 
to design such controls so that they do 
not interfere with normal operation of 
the machine or would an across the board 
requirement mean that particular ma¬ 
chines would be outlawed? If employers 
are required to retrofit, what would be a 
reasonable period of time to accomplish 
this retrofitting on particular types of 
machines? Should special requirements 
be applicable where existing machinery 
is modified or Is used other than for its 
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intended purpose? What should such re¬ 
quirements include? 

(b) Whether there U a need to clarify 
the machine guarding methods which 
meet the requirements of § 1910.212? 
Should particular safeguarding methods 
be required for particular hazards or for 
particular machines, or should an em¬ 
ployer be allowed the option of selecting 
any kind of safeguarding method, in¬ 
cluding safeguarding by location, shield 
or barrier, which he feels is adequate to 
protect against the hazard created by 
his machine in his workplace? 

<c) Is additional guidance necessary 
so that employers are informed on how 
to meet the level of performance required 
by i 1910.212? Should a list of Industry 
consensus standards be developed for 
this purpose? 

(d> Whether fan blade exposure re¬ 
quirements more properly should be 
treated in Subpart P which contains 
standards for portable power tools and 
equipment? Should different require¬ 
ments apply to fans depending on 
whether they arc used for employee com¬ 
fort cooling or process air movement? 
Should the size of the guard opening 
vary depending on the distance of the 
guard from the biade of the fan? 

3. { 1910.213 Woodworking machinery . 
(a) What should be the scope of this 
standard? Should the structural plywood 
industry be Included or excluded from 
coverage by this section? TO what extent 
is the woodworking machinery currently 
described in f 1910.213 used In the struc¬ 
tural plywood industry? What particular 
provisions of $ 1910.213 present conflicts 
for sawmill operations covered by S 1910.- 
265 of Part 1910? 

(b) Whether particular terms used in 
the standard should be defined and. if so, 
how should they be defined? For example, 
how should “swing-head lathes” used in 
both * 1910 213(o> and the ANSI source 
standard (ANSI) 01.1-1975) be defined? 
OSHA solicits information, particularly 
from woodworking machine tool manu¬ 
facturers and users, as to the machine 
equipment terms used through 5 1910.213. 
Comment is also requested on whether 
particular terminology in the standard is 
outdated or is commonly used only in 
particular industries. For example. 

5 1910-213 refers to “drag saws ” The 
ANSI source standard refers to the same 
equipment os “log cut-off saws.” Which 
is the more universal term? Paragraph 
(q) of I 1910.213 includes the term “ven¬ 
eer wringers** in its title. The ANSI 
source standard docs not mention “ven¬ 
eer wringers.” Should this term be In¬ 
cluded? 

(C) Should the standard allow the use 
of a fixed or manually adjusted blade 
guard in place of an automatically ad¬ 
justable guard on a circular hand fed 
ripsaw? What clearance dimensions be¬ 
tween the fixed or manually adjusted 
guard and the work piece should be es¬ 
tablished in order to provide sufficient 
operator protection? 

(d) Should the standard mandate 
braking on all woodworking machines 
where a coasting saw blade might expose 
employees to a hazard, and if so, what 


design specifications or performance cri¬ 
teria should be required to effectively 
control the hazard exposure? 

(e) Is there a need to require 
marking of saw blades to ensure the uw 
of correct operating speed on woodwork 
mg machines? 

(f) What problems and what hazard 
occur when using lower blade guards on 
radial arm saws for universal applica¬ 
tion? Are there any commercially avail¬ 
able lower blade guards which will per¬ 
mit unrestricted operation for bevel and 
compound cuts, and if not, what methods 
other than lower biade guards can be 
used which will afford equivalent opera¬ 
tor protection? 

4. 1 1910214 Cooperage machinery. <a> 
whether there is need for a separate 
cooperage standard or whether cooperage 
should be covered, as in ANSI 01.1-1975, 
by the same standard us woodworking 0 
To what extent are the same or similar 
machines used in both Industries? Arc 
the hazards different if a machine is used 
for cooperage or for other woodworking 
products? Data on the number of 
Cooperage facilities and the number of 
persons employed at sucl) facilities is re¬ 
quested. 

(b> Whether requirements for addi¬ 
tional cooperage machines, for example 
hog mills, should be included in the 
standard? 

5 .11910215 Abrasive wheel machinery 
<a) Whether this standard should also 
cover grinding operations using sand¬ 
stone. pulpstone and abrasive coated 
discs of metal, wood, cloth, or paper? 

(b) Whether particular design speci¬ 
fications for guards and flanges in para¬ 
graphs (b> and (c) of this standard arc 
more restrictive than necessary for em¬ 
ployee protection? For example. 4 1910.- 
215(a) (4) requires that work rests shall 
be kept adjusted closely to the wheel 
with a maximum opening of one-eighth 
inch Would larger openings, propor¬ 
tional to the size of the piece being 
ground, be more hazardous? 

(c) Is there a need to include within 
this standard mandatory work practices, 
and. if so. what particular practices? 

(d) Should specific rules regarding the 
use of personal protective equipment be 
Included in this standard or would a ref¬ 
erence to Subpart I, Part 1910 be suf¬ 
ficient? Since eye injury is said to be the 
most frequent type of injury associated 
with abrasive wheel machinery, what 
particular requirements should be in¬ 
corporated in this standard to reduce the 
occurrence of eye injury? 

6. f 1910 216 Mills and calendars in the 
rubber and plastics industries . (a) 

Whether the requirements of 5 1910.216 
should apply to mills and calendars in 
industries other than the rubber and 
plastics industry? 

<b> Whether installations of mills in 
the rubber and plastics industry, built 
prior to August 31, 1971, should be re¬ 
quired to meet the 50-inch mill roll height 
requirements of section 1910 216 (a> (4) ? 
Injury data for such mills is solicited. 
What would be a reasonable length of 
time to allow for compliance by these 
older facilities? 
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7. 3 1910 217 Mechanical power presses, 
<a) Whether a scope and application 
statement based on ANSI B11.1-1971 
.should be added to this standard or a dif¬ 
ferent scope be developed by OSH A? It 
has been suggested that there is much 
confusion regarding what machines con¬ 
stitute mechanical power presses cov¬ 
ered by 3 1910.217. This section does not 
apply to such presses as Ironworkers, 
f hears, press brakes, envelope making 
machinery, engraving presses, leather 
rutting presses, brick presses and weld¬ 
ing presses. Should the list of the ex¬ 
cluded machines be expanded to ex¬ 
plicitly exclude these machines and 
others from application of the standard? 

(b) Whether press brakes, operated 
for production and functioning as me¬ 
chanical power presses, shoud be subject 
to the 3 1910.217 standards? When a 
press brake machine is fitted with dies 
for a production run and fed by an oper¬ 
ator. the press brake functions in the 
same manner as the mechanical power 
press and the operator is exposed to the 
same hazards as the operator of the 
mechanical power press. 

(c) Should the construction require¬ 
ments in 3 1910.217(b) be deleted as be¬ 
ing relevant only to press builders and 
rebuild ers? 

(d> Brake monitors are required to be 
used with certain forms of safeguarding 
for hands-in-dlcs presses. What prob¬ 
lems if any have been experienced with 
the procurement, installation, and per¬ 
formance of brake monitors? Does brake 
monitoring add significantly to operator 
safety? Should brake monitors be 
optional? 

(e) What recognition or status should 
be accorded to the Tentative ANSI Bll.1 
revision relating to alternative (redun¬ 
dant) safeguarding, such as presence 
sensing devices in combination with pull¬ 
outs. when feeding with hands-out-of- 
dles is not feasible? Should the option of 
using redundant safeguarding satisfy 
I 1910.217(c)(5) in lieu of control relia¬ 
bility and brake monitoring? Should 
hand tools for manual feeding continue 
to be acceptable as a form of hands- 
out-of-dies when meeting 3 1910.217(c) 
(5) alternative safeguarding? 

(f) Pull revolution clutch presses ac¬ 
count for about three quarters of opera¬ 
tor injuries reported to OSHA. Should 
full revolution clutch presses operated 
with handa-in-dies feeding be required 
to have either redundant safeguards or 
limited choice of actuating means, for 
example, prohibition of foot treadle 
operation? 

(g) Should the current prohibition of 
self-tripping using presence sensing de¬ 
vices effective December 31, 1976 con¬ 
tinue to remain in effect? 

<h) Should the ban on sweeps effec¬ 
tive December 31, 1976 continue to re¬ 
main in effect? 

(i) Should foot pedal actuation be 
limited to fully guarded presses? 

(J) Should a different safety distance 
formula based on the time for the closing 


portion of the press stroke be prescribed 
for part revolution clutch presses actu¬ 
ated by 2-hand trips? 

<k> Con brake monitors checking on 
each application of the brake be as effec¬ 
tive as those monitoring brake perform¬ 
ance on every stroke? 

8. Section 1910.218 Forging machines. 

(a) Which particular machines are con¬ 
sidered forging machines that should be 
covered within 3 1910.218? 

(b) What hazards associated with 
saws, billet shears, conveyors, shot blast 
and other machines are unique only to 
forging operations? 

(c> What hazards are associated with 
the use of lead In forge shops or die 
shops as opposed to the use of lead in any 
other type of operation? 

(d) Should lockout be required for all 
forging machines? Lockout Is currently 
required to forging presses <3 1910.218 
(f)). for trimming presses (3 1910.218 
(g>>. for upsetters. (3 1910.218(h)), for 
boltheading and rivet making (5 1910.- 
218(D), and for billet shears (f 1910.218 
(J>). What alternatives, if any. to lock¬ 
out. would provide equivalent safety to 
employees? 

(•) Data on machine injuries in the 
forging industry are solicited. 

9. Section 1910.219 Mechanical power - 
transmission apparatus . (a) What par¬ 
ticular machine elements or combina¬ 
tions thereof constitute power-transmis¬ 
sion apparatus which should be covered 
by the requirements of 3 1910.219 rather 
than the general machine guarding re¬ 
quirements of 3 1910.212? Power-trans¬ 
mission apparatus can be an integral 
part of the machine. Beits and sheaves, 
chains and sprockets, and coupling and 
shafts are the most common types of 
power transmission apparatus. Other 
elements, such as cams, clutches, col¬ 
lars, and lead screws may be considered 
parts of the driven machine or a part of 
the power-transmission apparatus. How 
should the distinction as to applicability 
of the power transmission standard be 
made? Should machine elements be cov¬ 
ered by the same requirements regard¬ 
less of whether they are considered part 
of the power transmission apparatus or 
the driven machine? 

(b) What present day design tech¬ 
niques and safeguarding methods should 
be incorporated into 3 1910.219? The 
current standard is essentially the same 
as a 1924 standard published by the Bu¬ 
reau of Labor Standards. Most of the 
standard refers to the state-of-the-art 
of that era. What hazards are associated 
with newer power transmission appara¬ 
tus? Injury data associated with equip¬ 
ment of particular design is solicited. 

in. The Procedure 

(a) Written comments. In order to fa¬ 
cilitate the desired public comment on 
ail relevant issues, this notice includes a 
three column presentation. One column 
contains the text of the existing stand¬ 
ards; the second column sets forth the 
related ANSI provision whore ANSI has 
modified the standard on which OSHA's 


existing standard was based: and the 
third column presents comments on the 
existing standard, requests for revision 
which OSHA has received and questions 
raised concerning the existing standard. 
The comments and recommendations 
contained in this document do not repre¬ 
sent an OSHA position. It is hoped, how¬ 
ever, that by setting them forth. OSHA 
will focus attention on some of the issues 
and questions relating to Subpart O and 
will encourage the submission of addi¬ 
tional comments, alternatives, data (In¬ 
cluding injury data) and Information 
from interested persons. Accordingly, in¬ 
terested persons are invited to submit 
written comments on the issues raised 
in this notice or on any other aspect of 
the standards comprising Subpart O. 
Written comments should be submitted 
on or before April 7, 1977, and should 
be sent to Docket O. Technical Data 
Center, Room N3620. U.S. Department 
of Labor. 200 Constitution Avenue. N.W.. 
Washington, D.C. 20210. Written sub¬ 
missions should clearly Identify the por¬ 
tions of the standard addressed and the 
position token. The data, views and in¬ 
formation submitted will be available for 
public inspection and copying at the 
Technical Data Center, at the above ad¬ 
dress. Everyone interested in comment¬ 
ing—employers, employees, experts and 
others—are urged to submit In writing 
their comments, any applicable statis¬ 
tics or other data, and any other infor¬ 
mation. 

<b> Public meetings. In addition to this 
request for written submissions, OSHA 
is scheduling public meetings at several 
locations. The purpose of these meetings 
is to afford the public the widest passi¬ 
ble opportunity to submit their data and 
views on Issues raised by this notice and 
on any other matters relevant to Sub¬ 
part O. The dates and locations for these 
meetings and other important informa¬ 
tion for those desiring to attend, are 
stated in OSHA's notice on a new ap¬ 
proach to Subpart O published in today's 
issue of the Federal Register at page 
1742 * 

(c) Further proceedings. Following 
completion of the meetings and expira¬ 
tion of the comment period. OSHA will 
review ali the information, arguments, 
views and data collected, as well as any 
other relevant data. If appropriate. 
08HA will develop a proposal to amend 
the existing standards of Subpart O and 
will Initiate rulemaking proceedings un¬ 
der section 6<b> of the Act. In the event 
that a proposal Is Issued, all the informa¬ 
tion gathered will become part of the 
public record in that proceeding. 

It should be noted, of course, that the 
existing standards continue in full force 
and effect, and will be enforced during 
this review process. 

(Sec«. 6 (84 Stat. 1693: 29 US C. 655); Sec¬ 
retary of Labor's Order No, 8-78 (41 PR 
25059)) 

Signed at Washington. D.C. this 27th 
day of December 1976. 

Morton Corn. 

Assistant Secretary of Labor. 
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to the "Cumulative List of CFR 
Sections Affected," the "Federal 
Register Index," or both. 
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per year 

The "Cumulative List of CFR Sections 
Affected" is designed to lead users of 
the Code of Federal Regulations to 
amendatory actions published in the 
Federal Register, and is issued 
monthly in cumulative form. Entries 
indicate the nature of the changes. 

Federal Register Index $3.00 

per year 

Indexes covering the 
contents of the daily Federal Register are 
issued monthly, quarterly, and annually. 
Entries are carried primarily under the 
names of the issuing agencies. Significant 
subjects are carried as cross-references. 

A finding aid is included in each publication which lifts 
Federal Register page numbers with the date of publication 

in the Federal Register. 

Note to FR Subscribers: FR Indexes and the 
"Cumulative List of CFR Sections Affected" will continue 
to be mailed free of charge to regular FR subscribers. 
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